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Title  42 — Public  Health 

CHAPTER  I— PUBUC  HEALTH  SERVICE, 
DEPARTMENT  OF  HEALTH.  EDUCATION. 
AND  WELFARE 

SUBCHAPTER  J— HEALTH  CARE  DEUVERV 
SYSTEMS 

PART  110— HEALTH  MAINTENANCE 
ORGANIZATIONS 

On  May  8, 1974,  there  was  published  In 
the  Federal  Registir  (39  FR  16422- 
16432)  a  notice  of  proposed  rulemaking 
regarding  the  implementation  of  cer¬ 
tain  of  the  provisions  of  the  Health  Main¬ 
tenance  Organization  Act  of  1973,  Pub. 

L.  93-222,  42  n.S.O.  300e  et  seq.  Inter¬ 
ested  persons  were  given  until  June  7, 
1974,  to  submit  written  comments  or  sug¬ 
gestions  thereon.  A  total  of  141  com¬ 
ments  were  received  on  or  before  June  7, 
1974,  and  an  additional  353  comments 
were  received  after  that  date.  All  com¬ 
ments  received  were  considered  in  re¬ 
vising  these  regulations. 

Comments  suggesting  changes  In  re- 
qiiirements  which  are  mandated  by 
statute  were  rejected.  Comments  request¬ 
ing  greater  specificity  were  incorporated 
in  the  regulations  wherever  appropriate. 
In  addition  to  changes  made  in  response 
to  public  comment,  a  number  of  editorial 
changes  have  also  been  made  to  simplify 
and  clarify  the  regulations,  as  well  as  to 
eliminate  duplication. 

The  comments  received,  responses 
thereto,  and  the  changes  in  the  proposed 
regulations  are  summarized  below. 

Subpart  A.  1.  In  response  to  a  com¬ 
ment,  the  definition  of  a  health  main¬ 
tenance  organlzatlcm  (HMO)  (§  110.101 

(a) )  was  amended  to  include  ‘^or 
arranges  for  the  provision  of”  basic  and 
supplemental  health  services.  This  addi¬ 
tion  maintains  the  responsibility  of  the 
HMO  for  provision  of  the  services,  but 
provides  for  fiexlbllity  of  organization. 
Thus,  an  HMO  may  arrange  for  the  pro¬ 
vision  of  Inpatient  services  without  pro¬ 
viding  them  through  an  HMO -owned 
hospital. 

A  suggestion  to  consider  an  HMO 
operating  in  more  than  one  geographic 
region  as  being  a  distinct  HMO  in  each 
region  but  operating  \mder  a  single 
policy-making  board  was  rejected  as  In¬ 
consistent  with  the  statute.  While  a 
single  organization  may  clearly  operate 
separate  regional  components  (§  110.101 
(1)(3)).  that  single  organization  must 
meet  the  requirement  for  member  repre¬ 
sentation  on  Its  Board  of  Directors 
(S  110.106(h)). 

2.  A  questlMi  was  raised  whether  the 
term  “physician”  Includes  both  doctors 
of  medicine  and  doctors  of  osteopathy. 
To  clarify  the  use  of  this  term,  physician 
has  been  defined  as  meaning  doctors  of 
medicine  and  doctors  of  osteopathy 
(S  110.101(h)  (2)). 

3.  The  basic  health  service  “inpatient 
and  outpatient  hospital  services”  (§  110.- 
101(b)(2))  includes  outpatient  services 
not  provided  in  a  hospital.  This  term  has 
been  revised  for  clarity  as  “outpatient 
services  and  inpatient  hospital  services.” 

4.  The  basic  health  service  “medically 
necessary  emergency  health  services” 
(SJlO.lOl(b)  (3))  was  clarified  to  read 


••medically  necessary  outpatient  and  in¬ 
patient  emergency  health  services.” 

5.  Definitions  of  “In-area”  and  “out- 
of-area”  were  added  to  clarify  the  re¬ 
sponsibilities  of  the  health  maintenance 
organization  for  the  provision  of  and 
payment  for  health  services. 

6.  In  accordance  with  a  suggestion,  the 
definition  of  “member”  was  clarified  to 
refer  to  an  enrollee  of  an  HMO  as  op¬ 
posed  to  a  member  of  a  medical  group  or 
individual  practice  association  (I.P.A.). 

In  response  to  several  suggestions,  a  new 
term  “subscriber”  was  introduced  (§  110.- 
101(g))  to  describe  the  member  who 
enters  into  a  contract  with  the  HMO.  A 
suggestion  to  require  active  voluntary 
enrollment  by  subscribers  was  rejected  as 
being  more  properly  dealt  with  in  regu¬ 
lations  to  be  published  Impl^enting 
section  1310  of  the  Act  (“Employees 
Health  Benefits  Plans”) . 

7.  Many  suggestions  were  received  re¬ 
garding  the  need  for  a  revised  and  ex¬ 
panded  definition  of  “health  profes¬ 
sional.”  Former  f  110.105(c)  has  been 
revised  accordingly  and  placed  in  the 
definition  section  as  §  110.101(h). 

8.  Many  questions,  comments,  and  sug¬ 
gestions  were  received  regarding  the  re¬ 
quirements  for  a  medical  group  (§  110.- 
101  (i) ) .  The  omission  of  “corporation”  in 
the  definition  was  cited,  and  the  term 
was  added  to  avoid  excluding  this  form 
of  entity.  The  suggestion  to  permit  a 
longer  phase-in  period  for  requiring  that 
the  group’s  principal  professional  activity 
be  the  pro'^lon  of  service  to  HMO  en- 
rollees  was  rejected  as  being  Inconsistent 
with  the  Intent  of  the  HMO  Act,  as  was 
the  suggestion  that  this  requirement  ap¬ 
ply  only  to  primary  care  physicians.  The 
“principal  (over  50  percent)  professional 
activity”  refers  to  the  activity  of  the 
medlc^  group  In  the  aggregate,  as  op¬ 
posed  to  the  activity  of  the  individual 
members  of  such  group,  and  was  so 
clarified. 

9.  The  sharing  of  records  by  the  medi¬ 
cal  groups  and  the  I.P.A.  has  been  clari¬ 
fied  in  accordance  with  a  suggestion,  as 
referring  to  “health  (including  medical) 
records”  (§110.101  (1)  and  (j)). 

10.  The  written  services  agreement 
section  for  both  the  medical  group  and 
the  LPA-  have  been  moved  to  §  110.104 
from  their  previous  placement  In  §  110.- 
105(2)  (b) .  Comments  were  received  both 
in  support  of  and  against  the  require¬ 
ments  for  risk  sharing;  the  requirements 
were  not  changed.  The  term  “profit 
sharing”  was  cited  as  Inappropriate  for 
non-profit  entitles;  it  was  changed  to 
“effective  incentives.” 

11.  Many  comments  were  received  re¬ 
garding  nominal  differentials  permitted 
tmder  community  rating  (§  110.101(1)). 
Suggestions  to  change  the  term  “mem¬ 
bers”  to  “subscribers”  in  differentiating 
between  small  groups  and  large  groups 
were  accepted.  Suggestions  to  delete 
Secretarial  approval  of  differentials  as 
not  required  by  the  Act,  were  accepted. 
Suggestions  concerning  rates  antitheti¬ 
cal  to  the  requirement  for  community 
rating,  were  rejected  as  inconsistent  with 
the  statute.  A  statement  permitted 
changes  in  rates  established  for  new  en¬ 


rollments  or  re-enrollments  and  not  ap¬ 
plicable  to  existing  contracts  xmtll  their 
renewal  was  added  in  response  to  a  re¬ 
quest  to  assure  that  subscribers  can  be 
guaranteed  the  same  rate  through  their 
contract  period. 

12.  A  new  term  “qualified  HMO”  was 
added  to  refer  to  an  entity  which  has 
been  found  by  the  Secretary  to  meet  the 
applicable  requirements  or  Title  XHI  of 
the  Public  Health  Service  Act  and  the 
applicable  regulations  of  this  part. 

13.  The  section  “Delivery  of  health 
services”  (fwrnerly  §  110.102)  was 
deleted,  except  that  §  110.102(b)  was 
expanded  and  moved  to  §  110.109  (Special 
requirements:  Titles  XVni  and  XIX  of 
the  Social  Secmity  Act)  in  response  to 
a  suggestion  that  it  was  vague  and  diffi¬ 
cult  to  understand. 

14.  The  new  §  110.102  (formerly 
9  110.108)  describes  the  health  benefits 
plan:  Basic  health  services.  Major 
changes  in  §  110.102(a)  include: 

(a)  Inpatient  hospital  services  were 
more  fulb^  defined. 

(b)  Repetitive  sections  on  medically 
necessary  emergency  services  were 
deleted. 

(c)  The  requirement  that  qualified 
mental  health  professionals  dli^t  the 
provision  of  mental  health  services  has 
been  deleted  as  inappropriate  for  regu¬ 
lation.  At  least  twenty  outpatient  mental 
health  visits  must  be  offered;  the  time 
frame  has  been  changed  from  a  “calen¬ 
dar  year”  to  a  “year”  since  some  HMOs 
use  a  “contract  year”  or  a  “benefit  year.” 
Many  comment  were  received  stating 
that  the  promotion  of  use  of  community 
mental  health  centers  for  basic  health 
services  Is  inconsistent  with  both  the 
centers  for  basic  health  services  Is  in¬ 
consistent  with  both  the  concept  and  the 
organizational  structure  of  an  HMO. 
Others  suggested  changing  “should”  to 
“m$iy”'  regarding  the  requirement  for 
providing  services  through  such  centers. 
This  requirement  was  therefore  deleted, 
as  were  the  requirements  regardinr 
hours  of  service. 

(d)  In  response  to  request  for  more 
detail,  a  revised  and  expanded  section  on 
services  for  the  abuse  of  or  addiction  to 
alcohol  and  drugs  Includes  the  require¬ 
ment  for  detoxification  services,  and 
referral  to  both  medical  services  and 
non-medical  ancillary  services.  The 
reference  to  screening  was  deleted  in 
response  to  several  comments  pointing 
out  that  It  is  not  required  by  the  Act. 

(e)  The  requirement  that,  where  feas¬ 
ible,  home  health  services  be  provided 
under  the  auspices  of  local  home  health 
agencies  was  deleted  In  response  to  sev¬ 
eral  comments.  It  Is  agreed  that  It  may 
be  more  feasible  and  appropriate  for 
the  HMO  to  provide  such  services  In 
some  cases. 

(f)  A  very  large  volume  of  comments 
was  received  regarding  the  phrase  “as 
medically  Indicated  and  In  accord  with 
acceptable  medical  practice”  following 
“eye  examinations  for  children  through 
age  11.”  Since  this  appears  to  limit  the 
scope  of  eye  care  for  children  which 
could  be  provided  effectively  by  op¬ 
tometrists,  the  phrase  was  deleted.  Put- 
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ther,  since  major  physical  changes  In  the 
parameters  of  vision  occur  during  the 
period  age  12  through  17,  the  limit  has 
been  raised  to  age  1”  to  make  the  pro¬ 
vision  of  this  service  more  meaningful 
and  to  achieve  the  int^t  of  the  statute. 

15.  There  were  many  comments  on  the 
listed  exclusions  from  the  basic  health 
services  (renumbered  S  110.102(b)).  in¬ 
cluding  sxiggestions  to  expand  the  list  so 
as  to  exclude  blood  and  blood  plasma 
since  these  are  neither  physician  nor 
hospital  services;  personal  comfort  items 
during  hospitalization;  and  experimental 
medical,  surgical  and  other  experimental 
health  care  procedures  unless  improved 
as  a  basic  service  by  the  policy-making 
body  of  the  HMO.  These  were  added  to 
the  list  of  exclusions,  as  was  custodial  or 
domiciliary  care.  A  suggestion  that  an 
HMO  be  allowed  to  exclude  from  basic 
health  services,  services  for  which  mem- 
beis  are  covered  under  any  form  of  serv¬ 
ice  or  insurance  arrangement,  and  to  pro¬ 
vide  a  credit  reflecting  such  other  cover¬ 
age.  was  rejected  as  inconsistent  with  the 
statutory  requirement  that  an  HMO  pro¬ 
vide  or  arrange  for  all  the  basic  health 
services.  Also  Inconsistent  was  a  sugges¬ 
tion  that  an  HMO  be  allowed  to  exclude  a 
basic  service,  if  such  service  violates  the 
beliefs  or  standards  of  the  provider 
group.  The  exclusion,  “provision  of  pre¬ 
scribed  drugs  and  medicines’*  was  clar- 
Ifled  to  Indicate  that  only  drugs  and 
me^clnes  “incidental  to  outpatient  care” 
may  be  excluded;  drugs  and  medicines 
for  inpatient  care  are  part  of  the  basic 
Inpatient  hospital  services.  The  exclusion 
“Inpatient  beneflts  for  the  speclflc  spell 
of  Illness  for  which  a  member  is  hospi¬ 
talized  on  the  effective  date  of  his  cover¬ 
age  and  for  which  the  member  is  covered 
tmder  any  form  of  service  or  insur¬ 
ance  arrangement”  was  deleted.  In  re¬ 
sponse  to  suggestions,  all  references  to 
coordinaticm  of  beneflts  from  third  party 
payers  except  for  workmen’s  compensa¬ 
tion  or  employer's  liability  law  or  other 
legislation  of  similar  purpose  or  Impact 
were  deleted  from  the  regulations.  An 
HMO  is  free  to  piirsue  such  a  policy  if  it 
wishes.  Comments  referred  to  the  in¬ 
ability  of  an  HMO  to  identify  other  pay¬ 
ment  sources  in  every  case,  since  they 
are  not  always  reported,  and  to  the  fact 
that  some  members  observe  the  re¬ 
quirements  and  others  pay  only  on  com¬ 
pulsion.  Also,  in  tort  judgments  and 
settlements,  it  is  often  not  possible  to 
determine  the  portion  of  settlements 
allocable  to  medical  costs. 

16.  Supplemental  health  services 
(S  110.103)  were  amended  in  response  to 
a  suggestion  to  clarify  that  the  level  and 
sc<^  of  services  to  be  provided  are  de¬ 
termined  by  the  HMO,  taking  into  ac¬ 
count  the  availability  of  the  required 
health  manpower.  The  supplemental 
benefit  for  prescription  drugs  was  clari¬ 
fied  to  Indicate  that  these  are  drugs  “pre¬ 
scribed  in  the  course  of  the  provision  of 
basic  outpatient  or  supplemental  health 
services.”  In  response  to  several  sugges¬ 
tions,  the  drug  use  profile  language  was 
modified  to  emphasize  the  voluntary  as¬ 
pect  of  such  an  activity  and  to  broaden 


the  base  of  such  program  to  Include  all 
health  professionals  of  the  HMO. 

17.  Section  110.104,  “Providers  of  serv¬ 
ices.”  was  revised  for  clarity  and  con¬ 
tains  several  new  references.  As  revised, 
the  secUcm  now  permits  three  exer¬ 
tions  to  the  requirement  that  basic 
health  services  be  provided  or  arranged 
for  through  health  professionals  who  are 
members  of  the  staff  of  the  HMO  or 
through  medical  groups  or  IP.A.S.  In  ad¬ 
dition  to  authorizing  alternate  arrange¬ 
ments  for  the  provision  of  unusiial  or  in¬ 
frequently  used  services  or  of  medically 
necessary  emergency  services  (not  solely 
for  the  convenience  of  members),  this 
section,  in  response  to  a  suggestion,  rec¬ 
ognizes  that  inpatient  hospital  services 
will  be  provided  by  employees  or  staff  of 
the  hospital.  In  addition,  to  the  extent 
that  basic  services  are  not  covered  under 
a  written  services  agreement  with  a 
medical  group  or  LP.A.,  the  HMO  may 
arrange  for  the  provision  of  such  serv¬ 
ices  by  other  health  professionals  as 
members  of  its  staff  who  are  either  di¬ 
rectly  employed  or  appointed  to  its  staff 
through  a  contract  for  services.  This  ex¬ 
ception  responds  to  many  comments  re¬ 
ferring  to  State  laws  which  prohibit  a 
medical  group  from  Including  other 
health  professionals.  Seversd  comments 
were  received  regarding  the  term  “medi¬ 
cally  necessary;”  some  urged  that  it  be 
limited  to  emergencies  in  order  to  allow 
the  HMO  to  maintain  the  maximum 
quality  and  cost  control,  while  others 
urged  that  it  not  be  so  limited  in  order 
to  permit  greater  use  of  allowable  rein¬ 
surance.  The  regulations  clarify  that 
medically  necessary  services  are  such 
services  required  in  an  emergency  situa¬ 
tion.  The  potential  use  of  federally 
funded  projects,  such  as  community 
mental  health  centers,  to  provide  health 
services  will  be  addressed  in  guidelines 
elaborating  upon  these  regulations. 

18.  Section  110.104(b)  responds  to  sug¬ 
gestions  that  reimbursements  to  other 
providers  for  the  provision  of  medically 
necessary  emergency  services  need  be 
only  for  reasonable  charges  for  such 
services.  Also,  in  response  to  objections 
that  physicians  be  required  to  determine 
medical  necessity,  the  “designation  of  a 
physician”  phrase  was  deleted. 

19.  Section  110.104(c)  daiifles  that 
supplemental  health  services  need  not 
be  provided  in  the  same  manner  as  basic 
health  services,  that  is,  through  staff  of 
the  HMO,  a  medical  group,  or  I.P.A. 

20.  A  large  number  of  comments  were 
received  regarding  copayments  which 
may  be  req\iired  for  the  provision  of 
specific  basic  health  services.  Section 
110.105  (Payment  for  basic  health  serv¬ 
ices)  has  been  revised  as  follows.  The 
multiple  copayment  option  was  cited  as 
administratively  burdensome  and  was 
deleted.  In  recognition  of  the  potential 
administrative  problems  in  determining 
when  an  individual  or  family  has  met  the 
copayment  limitation,  the  phrase  “if  such 
subscriber  or  member  demonstrates  co¬ 
payments  in  that  amount  have  been  paid 
in  such  year”  has  been  added.  The  sug¬ 
gestion  to  delete  the  limitation  on  copay¬ 
ments  when  they  total  50  percent  of  the 


subscriber’s  or  member’s  annual  prepay¬ 
ment  amount  has  been  rejected.  The  lim¬ 
itation  on  copasunents  is  placed  so  as  to 
be  more  closely  tied  to  assiudng  that  co¬ 
payments  are  not  a  barrier  to  care. 

21.  A  new  paragraph,  S  110.105(b) ,  has 
been  added  in  response  to  a  suggestion 
that  the  HMO  should  not  be  required, 
but  should  be  authorized,  to  seek  reim¬ 
bursements  for  basic  hefJth  services  it 
will  provide  which  are  covered  by  work¬ 
men’s  compensation  or  employer’s  liabil¬ 
ity  laws  or  other  legislation  of  similar 
purpose  or  impact.  A  similar  paragraph, 

§  110.106(c),  has  been  added  to  apply  to 
payment  for  supplemental  services. 

22.  Several  editorial  changes  were 
made  in  the  section  on  availability,  ac¬ 
cessibility,  and  continuity  of  basic  and 
supplemental  health  services,  (S  110.107). 
In  paragraph  (a),  “prompt^”  is  now 
modified  by  “as  appropriate,”  in  accord¬ 
ance  with  the  statute  and  pxiblic  com¬ 
ment.  Paragraph  (b)  (2)  requires  a 
“health  professional,”  instead  of  “physi¬ 
cian,”  to  “coordinate,”  Instead  of  “pro¬ 
vide  for  and  oversee,”  the  patient’s 
health  care,  as  suggested.  These  changes 
are  to  insure  continuity  of  a  miller’s 
health  care  by  an  HMO  health  profes¬ 
sional.  Paragraph  (b)  (1)  clarifies  the  re¬ 
quirement  that  medically  necessary 
emergency  health  services  be  available 
and  accessible  24  hours  a  day. 

23.  Several  changes  were  made  in  the 
Section  on  organization  and  operation, 
(S  110.108).  Comments  asked  for  a  more 
specific  definition  of  fiscal  solvency; 
paragraph  (a)  is  expanded  according]^. 
Paragraph  (c)  includes  two  new  sug¬ 
gested  requirements  for  full  and  fair  dis¬ 
closure:  Grievance  procedures  and  a  gen¬ 
eral  description  of  participating  provid¬ 
ers.  Because  of  the  voluntary  nature  of 
enrollment,  the  language  reads  “offer  en¬ 
rollment”  instead  of  “enroll”  in  that 
paragrai^.  The  former  provisions  relat¬ 
ing  to  Medicaid  and  Medicare  enrollment 
are  now  contained  in  a  new  S  110.109. 
The  suggestion  that  colleges  and  univer¬ 
sities  limit  enrollment  to  students  and 
faculty  and  be  considered  broadly  repre¬ 
sentative  of  that  community  was  rejected 
as  in  violation  of  the  statute. 

24.  Section  110.108(d)  on  open  enroll¬ 
ment  has  been  expanded  to  give  examples 
of  jeopardizing  economic  viability  and  to 
indicate  what  documentation  must  be 
submitted  to  suiH>ort  a  waiver  request.  It 
was  pointed  out  that  paragrtMPh  (4) 
would  require  conditions  jeopardizing 
economic  viability  to  occur  prior  to  the 
granting  of  a  waiver;  this  requirement 
was  deleted. 

25.  Section  110.108(f)  has  been 
amended  by  adding  the  requirement  that 
individual  members  of  a  group  may  not 
be  refused  enrollment  because  of  health 
status. 

26.  In  response  to  the  suggestion  that 
the  regulations  require  conversion  of 
benefits  coverage,  S  110.108(g)  has  been 
added  to  require  that  each  HMO  shall 
offer  each  subscriber  leaving  a  group  a 
membership  agreem^t  on  the  same 
terms  and  conditions  as  are  avallaUe  to 
a  non-group  subscriber. 
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27.  Several  comments  were  received 
regarding  the  requirements  for  member 
representation  on  th  HMO  policy  board. 

It  was  suggestd  that  six  months  were 
not  long  enough  for  a  newly  operational 
HMO  to  include  representative  members 
on  the  Board,  since  there  could  be  a 
limited  membership  to  draw  from  at  that 
time.  The  regulations  were  changed  and 
now  require  member  representation 
within  one  year  after  the  HMO  is  op¬ 
erational  as  a  qualified  HMO.  It  was 
pointed  out  that  the  reference  to  “the 
Board  of  Directors  or  other  policy-mak¬ 
ing  body”  was  “too  vague.”  The  revised 
language  refers  to  the  “Board  of  Direc¬ 
tors  of  the  HMO  or  in  the  absence  of 
such,  its  equivalent  policy-making  body.” 
Several  comments  were  received  on  the 
requirement  for  representation  from 
medically-underserved  populations.  It 
was  pointed  out  that  the  draft  regula¬ 
tion  was  inequitable  by  requiring  repre¬ 
sentation  from  a  medically-underserved 
population,  regardless  of  its  enrollment 
relative  to  the  total  enrollment.  New  lan¬ 
guage  requires  that  if  at  least  5  percent 
of  total  membership  is  from  medically- 
xmderserved  populations,  such  popula¬ 
tion  shall  not  be  without  representation. 

It  was  also  suggested  that  regulations 
allow  members  serving  on  the  Board  of 
Directors  to  receive  “payment  of  interest 
on  bonds”  without  a  conflict  of  interest 
\mder  the  regulations;  such  a  provision 
was  added  to  §  110.108(h)  (1). 

28.  A  suggestion  that  the  grievance 
procedures  provided  for  in  §  110.108(h) 
(2)  cannot  supersede  provisions  of  Titles 
XVm  and  XK  of  the  Social  Security 
Act  for  members  enrolled  through  such 
Titles  is  incorporated  into  §  110.109(d). 

29.  Several  suggestions  were  received 
urging  deletion  of  §  110.108(i)  (4),  which 
requires  an  HMO  to  provide  for  a  quality 
assurance  program  which  is  designed  in 
such  a  manner  as  will  be  likely  to  meet 
the  standards  for  services  provided  by 
hospitals  and  other  operating  health 
care  facilities  pursuant  to  section  1155 
(e)  of  the  Social  Security  Act;  i.e..  Pro¬ 
fessional  Standards  Review.  Reasons  in¬ 
cluded  the  fact  that  these  provisions  do 
not  apply  to  non-hospital  based  HMDs. 
It  was  also  suggested  that  such  a  provi¬ 
sion  could  result  in  unwarranted  inter¬ 
ference  by  a  PSRO  in  the  internal  affairs 
of  a  prepaid  group  practice.  To  the  ex¬ 
tent  that  the  HMO  provides  services  for 
which  payment  may  be  made  under  the 
Social  Security  Act,  it  is,  of  course,  sub¬ 
ject  to  review  imder  section  1155(e).  Be¬ 
yond  this,  however,  is  the  need  to  assure 
that  smtable  procedures  are  applied  to 
HMO  services  to  assure  that  they  con¬ 
form  to  appropriate  professional  stand¬ 
ards  for  the  provision  of  health  care  ap¬ 
plicable  to  other  providers.  Thus,  other 
than  for  editorial  changes,  this  provision 
remains  luichanged. 

30.  Secticm  110.108(k)  was  amended 
to  require  that  providers  through  which 
the  HMO  provides  basic  and  supplemen¬ 
tal  services  not  only  meet  Medicare  and 
Medicaid  requirements  for  certification, 
but  also  be  certified.  Clinical  laboratories 
which  are  subject  to  licensure  under  the 
Clinical  Laboratories  Improvement  Act 


(section  353,  PHS  Act)  must  sdso  be  so 
licensed. 

31.  Health  education  and  medical  so¬ 
cial  services  were  placed  under  require¬ 
ments  for  organization  and  operation  of 
an  HMO,  as  in  the  Act,  rather  than 
listed  as  basic  health  services.  In  re- 
sptmse  to  several  requests  for  recognition 
of  the  role  of  nutrition  in  health  mainte¬ 
nance,  §  110.108(m)  (4)  has  been  added, 
requiring  both  nutritional  education  and 
counseling.  As  r^uested  by  several  re¬ 
viewers,  a  definition  of  medical  social 
services  has  been  added  (§  110.108(n) ).* 

32.  Several  comments  were  received 
suggesting  the  deletion  of  the  phrase  in 
§  110.108(0)  (2)  requiring  the  HMO  to 
develop,  compile,  evaluate,  and  report 
data  on  the  effects  on  utili^tion  of  the 
requirements,  if  any,  for  copayment.  The 
reason  cited  in  all  cases  was  the  inability 
for  an  HMO  to  measure,  in  a  meaning¬ 
ful  way,  the  difference  in  utilization  pat¬ 
terns  as  a  fimction  of  copayment.  These 
points  are  well  taken  and  this  require¬ 
ment  was  deleted. 

33.  Many  comments  were  received  rel¬ 
ative  to  the  inclusion  of  nurses  in  the 
planning  and  delivery  of  health  services. 
Where  consistent  with  the  Act,  the  role 
of  nurses  has  been  clarified. 

Although  the  Act  provides  for  finan¬ 
cial  assistance  through  grants,  contracts, 
loans  and  loan  guarantees,  the  regula¬ 
tions  in  Subparts  B-E  pertain  as  appro¬ 
priate  to  grants,  loans  and  loan 
guarantees.  The  awarding  of  contracts 
is  not  contemplated  at  this  time;  conse¬ 
quently,  the  word  “contract  (s)  ”  has  been 
deleted  throughout  these  regulations. 

Subpart  B.  1.  Comments  finding  the 
definition  of  significant  expansion  in 
§  110.202(c)  too  restrictive  were  taken 
into  account,  and  substantial  modifica¬ 
tion  was  made  in  the  definition  and  in 
other  applicable  sections  throughout 
these  regulations.  Language  was  added 
to  clarify  that  eligibility  for  expansion 
assistance  is  limited  to  qualified  health 
maintenance  organizations. 

2.  In  accordance  with  suggestions  that 
the  requirement  of  written  verification 
from  two  public  or  private  lending  agen¬ 
cies  for  the  grant  applicant’s  financial 
statement  be  limited  to  a  requirement 
only  for  operational  health  maintenance 
organizations,  the  language  of  §  110.- 
203(d)  was  so  modified.  Other  clarify¬ 
ing  modifications  were  also  made  in  this 
section. 

3.  Section  110.203(e)  was  significantly 
revised  to  define  more  clearly  the  assur¬ 
ances  required  from  applicants  seeking 
financial  assistance  under  the  Act.  In 
addition,  in  §  110.204(e)  (4),  as  suggested 
by  public  comments  concerning  the 
phrase  “enroll  and  maintain  the  maxi¬ 
mum  of  members,”  clarifying  language 
was  substituted. 

4.  Section  110.101(g)  of  Subpart  A, 
“medically  underserved  population”  was 
moved  to  Subpart  B,  §  110.203(g),  as  the 
more  logical  place  for  applicants  to  find 
such  needed  information.  In  addition, 
the  basis  for  the  4  factors  which  will  be 
taken  into  consideration  in  the  Secre¬ 
tary’s  determination  of  a  medically 
underserved  area  was  expanded  and 


clarified.  ’This  provision  was  clarified  to 
indicate  that  the  appropriate  314  health 
planning  agency  would  have  an  oppor¬ 
tunity  to  conunent  prior  to  the  Secre¬ 
tary’s  designation  of  medically  under¬ 
served  population  groups. 

5.  In  response  to  many  comments,  the 
review  and  comment  period  for  appro¬ 
priate  314  agency  was  extended  to  60 
days  from  40  days  (§  110.203(h) ) .  Lan¬ 
guage  was  also  added  requiring  appli¬ 
cants  to  provide  information  describing 
projects  for  the  planning  or  operation 
of  health  delivery  programs  supported 
imder  other  titles  of  the  PHS  Act  or  for 
which  applications  are  currently  under 
consideration. 

6.  Proposals  that  the  contents  of  ap¬ 
plications  or  the  kinds  of  applications 
that  must  be  sent  to  the  314  agency  for 
review  and  comment  should  be  more 
limited  and  circumscribed  were  rejected 
as  inconsistent  with  section  1306  of  the 
Act,  which  specifies  that  all  applications 
for  Federal  financial  assistance  be  sub¬ 
mitted  for  review  and  comment  by  the 
appropriate  314  agency. 

7.  Appropriate  language  elaborating 
upon  the  Secretary’s  rights  to  data  de¬ 
veloped  or  resulting  from  a  project  sup¬ 
ported  imder  Part  110  was  incorporated 
into§  110.209. 

8.  The  word  “award”  was  substituted 
for  “grant”  in  §  110.208  and  S  110.211  in 
order  to  clarify  that  these  regulations 
also  apply  to  recipients  of  loans  and  loan 
guarantees  under  the  Act. 

Subpart  C.  1.  The  phrase  “proposed 
service  area”  was  added  to  §  110.303(a) 
(3)  and,  as  appropriate,  elsewhere  in 
these  regulations,  as  a  significant  project 
element  which  must  be  addressed  by  ap¬ 
plicants  for  financial  assistance. 

2.  Some  comments  questioned  the  need 
to  notify  the  local  medical  societies  of 
the  applicant’s  intent  to  apply  for  as¬ 
sistance  and  the  need  to  provide  evidence 
of  support  and  acceptance  by  the  com¬ 
munity  for  the  proposed  HMO  (§  110.303 
(c)  and  (d) ) .  'These  requirements  were 
maintained,  since  their  deletion  or  modi¬ 
fication  would  be  inconsistent  with  sec¬ 
tion  1306  of  the  Act. 

3.  (a)  Clarifying  changes  were  made  in 
other  parts  of  §  110.303  to  elucidate  the 
project  elements  applicants  must  speak 
to  in  their  applications  for  assistance. 

(b)  Changes  were  made  in  S  110.303(f) 
of  this  Subpar-  and  correspondingly  in 
§  110.403(g)  of  Subpart  D  to  clarify  the 
eligibility  for  Federal  financial  assistance 
of  existing  organizations  operating  on  a 
prepaid  capitation  basis. 

(c)  In  §  110.303(e)  of  this  Subpart  and 
S  110.404(b)  of  Subpart  D,  language  was 
added  in  response  to  public  comment 
which  recogni^s  that  applicants  may  in¬ 
clude  in  their  applications,  in  addition  to 
information  about  required  activities, 
other  activities  where  circumstances  in¬ 
dicate  that  it  would  be  appropriate  and 
consistent  with  the  intent  of  the  Act  to 
propose  such  activities. 

4.  (a)  The  suggestion  that  the  phra.se 
“to  reduce  inappropriate  hospitalization” 
be  substituted  for  “to  reduce  hospitali¬ 
zation”  in  §  110.304(a)  (3)  was  incorpo¬ 
rated  in  this  and  subsequent  subparts. 


FEDERAL  REGISTER,  VOL.  39,  NO.  203— FRIDAY,  OCTOBER  18,  1974 


RULES  AND  REGULATIONS 


37311 


The  substituted  language  was  judged  to 
be  more  consistent  with  the  intent  of 
the  Act. 

(b)  In  addition,  in  response  to  sug¬ 
gestions  received,  S  110.304(a)  (3)  was 
also  changed  to  read  “health  care  costs” 
in  Ueu  of  “medical  costs”,  and  the  phrase 
“medical  and  other  health  manpower” 
was  substituted  for  “allied  health  man¬ 
power.”  Corresponding  changes  were 
made  in  appropriate  sections  of  Subparts 
D  and  E. 

(c)  A  comment  expressed  concern  that 
new  §  110.304(a)  (4)  might  be  discrim¬ 
inatory  against  certain  applicants.  This 
provision  is  required  by  section  1306(b) 

(3)  (i)  of  the  Act  and  will  be  admin¬ 
istered  in  a  non-discriminatory  manner. 

5.  Language  was  added  to  §  110.305  of 
this  subpart  and  to  corresponding  9  110. 
405  of  Subpart  D  and  §  110.505  of  Sub¬ 
part  E,  which  permits  applicants  to  pro¬ 
pose  an  award  performance  period  of  12 
months  or  less  as  appropriate  to  indi¬ 
vidual  circumstances. 

Subpart  D.  1.  Suggestions  were  re¬ 
ceived  which  requested  clarification  of 
projects  elements  for  planning  as  stated 
in  §  110.403  and  proposed  that  additional 
elements  be  included.  As  appropriate, 
such  clarifying  modifications  were  made. 
These  included  substitute  language  for 
i  110.403(f)  (10) ,  which  now  reads  “Iden¬ 
tify  providers  of  basic  health  services 
and  develop  preliminary  agreements  to 
negotiate  ^th  these  providers”;  in  lieu 
of  “Develop  preliminary  ph3rslcian  service 
agreements.”  Project  elements  were  ex¬ 
panded  to  11  specified  planning  stage 
activities  under  9  110.403(f),  and  “Plan 
for  necessary  facilities  and  eqiiiixnent” 
was  added.  Among  the  suggested  addi¬ 
tions  to  this  section  were  items  which  are 
more  appropriate  for  discussion  in  the 
guidelines  than  for  regulations;  these 
will  be  Included  in  the  guidelines. 

2.  In  9  110.404(c),  the  suggested  sub¬ 
stitute  phrase  “provide  hospital  services 
to  members”  for  “admit  enrollees”  was 
incorporated. 

3.  Rejected  for  inclusion  in  9  110.404 

(d)  was  suggested  language  that  would 
mandate  that  State  Medicaid  agencies 
negotiate  contracts  with  HMOs.  Neither 
Medicaid  participation  nor  Medicare  en¬ 
rollment  can  be  mandated  by  these  regu¬ 
lations. 

4.  The  view  was  expressed  that  initial 
development  projects  serving  medically 
underserved  areas  be  permitted  to  pur¬ 
chase  land  and  construct  and  renovate 
facilities  with  award  funds.  This  sugges¬ 
tion  was  rejected  since  the  Act  does  not 
include  authority  to  support  such  costs. 

5.  The  loan  guarantee  provisions  in 
9  110.407  of  Subpart  D  and  the  loan  pro¬ 
vision  in  9  110.508  of  Subpart  E,  pertain¬ 
ing  to  repayment,  were  modified  by  the 
addition  of  the  sentence  “Principal  re¬ 
payment  during  the  first  36  months  of 
operation  may  be  deferred,  with  payment 
of  interest  only,  by  the  applicant  during 
such  period.”  This  change  is  responsive 
to  public  suggestion. 

Subpart  E.  1.  Clarification  was  request¬ 
ed  on  the  phrase  “breakeven  point”  in¬ 
cluded  in  9  110.505.  Since  guidelines  will 


define  in  detail  the  financial  plan  and 
describe  more  fiiUy  for  applicants  other 
required  activities,  a  fuller  explanation 
of  “breaJceven  point”  will  also  be  includ¬ 
ed  in  the  guidelines. 

2.  A  commenter  objected  to  9  110.507 
(b)  claiming  that  it  would  limit  loans  or 
loan  guarantees  under  section  1305  of  the 
Act  to  two- thirds  of  projected  operating 
deficits.  However,  in  light  of  the  provi¬ 
sion  in  this  paragraph  authorizing  the 
Secretary  to  approve  a  higher  level  of 
support,  it  was  felt  that  the  two-thirds 
limit  was  not  restrictive  in  all  cases,  but 
would  serve  as  a  statement  of  the  level 
of  support  which  can  be  expected  In 
norm^  circumstances.  Section  110.507 
(b)  therefore  was  left  unchanged. 

A  number  of  minor  editorial  changes 
were  made,  and  a  munber  of  typographi¬ 
cal  errors  were  corrected. 

There  is  hereby  established  in  cniap- 
ter  I  of  Title  42,  CFR,  a  new  Subchapter 
J,  “Health  Care  Delivery  Systems”,  and 
within  such  Subchapter  J,  a  new  Part 
110,  “Health  Maintenance  Organiza¬ 
tions”,  as  follows: 

Effective  date.  These  regulations  shall 
be  effective  on  October  18, 1974. 

Dated;  September  11, 1974. 

Charles  C.  Edwards, 
Assistant  Secretary  for  Health. 

Approved:  October  9, 1974. 

Caspar  W.  Weinberger, 

Secretary. 

Subpart  A — Requirements  for  a  Health 

Maintenance  Organization 

110.101  Definitions. 

110.102  Health  benefits  plan:  Basic  health 

services. 

110.103  HecUth  benefits  plan;  supplemental 

health  services. 

110.104  Providers  of  servioee. 

110.105  Payment  for  basic  health  services. 

110.106  Payment  for  supplem«ital  health 

services. 

110.107  AvaUablllty,  accessibility  and  con¬ 

tinuity  of  basic  and  supplemental 

health  services. 

110.108  Organization  and  operation. _ 

110.109  Special  requirements:  Hues  XVUl 

and  XIX  of  the  Social  Security 

Act. 

Subpart  B — Federal  Financial  Assistance: 

General 

110.201  Applicability. 

110.202  Definitions. 

110.203  Application  requirements. 

110.204  314(b)  or  314(a)  agency  review  and 

comments. 

110.205  Records,  reports.  Inspection  and 

audit.  « 

110.206  Additional  conditions. 

110.207  Nondiscrimination. 

110.208  Inventions  or  discoveries. 

110.209  Publications,  copyright,  and  data. 

110.210  Confidentiality. 

110.211  ApplicabUlty  of  45  CPB  Part  74. 

110.212  Use  of  funds. 

110.213  Orantee  accountability. 

110.2^4  Continued  support. 

Subpart  C — Grants  for  Feasibility  Surveys 

110.301  Applicability. 

110.302  Eligibility. 

110.303  Project  elements. 

110.304  Evaluation  and  award. 

110.305  Funding  duration  and  limitation. 


Subpart  D— Grants  and  Loan  Guarantees  for 
Plarming  and  for  Initial  Development  Costs 

110.401  Applicability. 

110.402  EllglbUlty. 

110.403  Project  elements  for  planning. 

110.404  Project  elements  for  initial  develr^ 

ment. 

110.406  Funding  duratkm  and  limitation. 

110.406  Evaluation  and  award. 

110.407  Loan  provisions. 

Subpart  E — Loans  and  Loan  Guarantees  for  Initial 
Operating  Costs 

110.501  AppUcahillty. 

1 10 .502  Definitions . 

110.503  EllglbUlty. 

110.504  Project  elements. 

110.505  Reserve  requirements. 

110.506  Evaluation  and  award. 

110.507  Funding  duration  and  limitation. 

110.508  Loan  provisions. 

Subpart  F — Qualification  of  Health  Maintenance 
Organizations  [Reserved] 

Subpart  G — Restrictivs  State  Laws  and  Practicea 

110.701  Restrictive  laws  and  practices. 

Subpart  H — Emplwees’  Health  Benefit  Plans 
[Reserved] 

Subpart  I — Continued  Regulation  of  Health  Main¬ 
tenance  Organizations  [Reserved] 

ATJTHORrrr:  Sec.  215,  58  Stat.  690,  42  U.S.C. 
216;  secs.  1301-1315,  87  Stat.  914-933  (42 
U.S.C.  300e-300e-14) . 

Subpart  A — Requirements  for  a  HeaHh 
Maintenance  Organization 

§  110.101  Definitions. 

As  used  in  this  iiart: 

(a)  “Health  maintenance  organiza¬ 
tion”  means  a  legal  entity  which  pro¬ 
vides  or  arranges  for  the  provision  of 
basic  and  supplemental  health  services  to 
Its  members  in  the  manner  prescribed  by, 
is  organized  and  operated  in  the  manner 
prescribed  by,  and  otherwise  meets  the 
requirements  of,  section  1301  of  the  Act 
and  the  regulations  imder  this  subpart. 

(b)  “Basic  health  services”  means : 

(1)  Physicians  services  (including 
consultant  and  referral  services  by  a 
physician) ; 

(2)  Outpatient  services  and  inpatient 
hospital  services; 

(3)  Medically  necessary  outpatient 
and  inpatient  emergency  health  services; 

(4)  Short-term  (not  to  exceed  twenty 
visits),  outpatient  evaluative  and  crisis 
Intervention  mental  health  services; 

(5)  Medical  treatment  and  referral 
services  (Including  referral  services  to 
appropriate  ancillary  services)  for  the 
abuse  of  or  addiction  to  alcohol  and 
drugs; 

(6)  Diagnostic  laboratory  and  di¬ 
agnostic  and  therapeutic  radiologic 
services; 

(7)  Home  health  services;  and 

(8)  Preventive  health  services  (includ¬ 
ing  voluntary  family  planning  services, 
services  for  infertility,  preventive  dental 
care  for  children,  and  children’s  eye  ex¬ 
aminations  conducted  to  determine  the 
need  for  vision  correction) . 

(c)  “Supplemental  health  services” 
means: 

(1)  Services  of  facilities  for  Intermedi¬ 
ate  and  long-term  care; 

(2)  Vision  care  not  Included  as  a  basic 
health  service; 
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(3)  Dental  services  not  included  as  a 
basic  health  service; 

(4)  Mental  health  services  not  included 
as  a  basic  health  service; 

(5)  Long-term  physical  medicine  and 
rehabilitative  services  (including  physi¬ 
cal  therapy) ;  and 

(6)  The  provision  of  prescription  drugs 
prescribed  in  the  delivery  of  a  basic 
health  service  or  a  supplemental  health 
service  provided  by  the  health  mainte¬ 
nance  organization. 

(d)  “In-area”  means  the  geographical 
area  defined  by  the  health  maintenance 
organization  as  its  service  area  in  which 
it  provides  health  services  to  its  mem¬ 
bers  directly  through  its  own  resources 
or  through  arrangements  with  other 
providers  in  the  area. 

(e)  “Out-of-area”  means  that  area 
outside  of  the  geographical  area  defined 
by  the  health  maintenance  organization 
as  its  service  area. 

(f)  “Member”,  when  used  in  connec¬ 
tion  with  a  health  maintenance  organi¬ 
zation.  means  an  individual  who  has 
entered  into  a  contractual  arrangement, 
or  on  whose  behalf  a  contractual  ar¬ 
rangement  has  been  entered  into,  with 
the  organization  under  which  the  organ¬ 
ization  assumes  the  responsibility  for  the 
provision  to  such  individual  of  basic 
health  services  and  of  such  supplemental 
health  services  as  may  be  contracted  for. 

(g)  “Subscriber”  means  a  member 
who  has  entered  into  a  contractual  rela¬ 
tionship  with  the  health  maintenance 
organization. 

(h)  (1)  “Health  professionals”  means 
physicians,  dentists,  nurses,  podiatrists, 
optometrists,  physicians’  assistants,  clin¬ 
ical  psychologists,  social  workers,  phar¬ 
macists,  nutritionists,  occupational  ther¬ 
apists,  ph3rsical  therapists  and  other 
professionals  engaged  in  the  delivery  of 
health  services  who  are  licensed,  practice 
under  an  institutional  license,  are  certi¬ 
fied.  or  practice  under  authority  of  the 
health  maintenance  organization,  a 
medical  group.  Individual  practice  asso¬ 
ciation  or  other  authority  consistent 
with  State  law. 

(2)  “Physician”  means  a  doctor  of 
medicine  or  a  doctor  of  osteopathy. 

(i)  “Medical  group”  means  a  partner¬ 
ship,  association,  corporation,  or  other 
entity: 

(1)  Which  is  composed  of  health  pro¬ 
fessionals  licensed  to  practice  medicine 
or  osteopathy  and  of  such  other  licensed 
health  professionals  (including  dentists, 
optometrists,  and  podiatrists)  as  are  nec¬ 
essary  for  the  provision  of  health  serv¬ 
ices  for  which  the  group  is  responsible; 

(2)  A  majority  of  the  members  of 
which  are  licensed  to  practice  medicine 
or  osteopathy;  and 

(3)  The  members  of  which 

(i)  As  their  principal  (over  50  per¬ 
cent  in  the  aggregate)  professional  ac¬ 
tivity  and  as  a  group  responsibility  en¬ 
gage  in  the  coordinated  practice  of  their 
profession  for  a  health  maintenance  or¬ 
ganization  or  present  a  time  phased  plan, 
w'hich  is  acceptable  to  the  Secretary  and 
to  which  thi^  are  conunitted,  to  meet 
this  requirement  within  3  years  from  the 
date  the  health  maintenance  organiza¬ 


tion  is  found  by  the  Secretary  to  be  a 
qualified  health  maintenance  organiza¬ 
tion; 

(li)  Pool  their  income  from  practice 
as  members  of  the  group  and  distribute 
it  among  themselves  according  to  a  pre¬ 
arranged  salary  or  drawing  account  or 
other  plan; 

(iii)  Share  health  (including  medical) 
records  and  substantial  portions  of 
major  equipment  and  of  professional, 
technical,  and  administrative  staff; 

(iv)  Utilize  such  additional  professional 
personnel,  allied  health  professions  per¬ 
sonnel,  and  other  health  personnel  as  are 
available  and  appropriate  for  the  effec¬ 
tive  and  efficient  delivery  of  the  services 
of  the  members  of  the  group;  and 

(V)  Arrange  for  and  encoiirage  contin¬ 
uing  education  in  the  field  of  clinical 
medicine  and  related  areas  for  the  mem¬ 
bers  of  the  group;  and 

(4)  Which  has  a  written  services 
agreement  with  a  health  maintenance 
organization  to  provide  services  to  mem¬ 
bers  of  the  health  maintenance  organi¬ 
zation. 

(j)  “Individual  practice  association” 
means  a  partnership,  corporation,  as¬ 
sociation,  or  other  entity:  (1)  Which  has 
as  its  primary  objective  the  delivery  or 
arrangements  for  the  delivery  of  health 
services  and  which  has  entered  into  a 
written  service  arrangement  or  arrange¬ 
ments  with  health  professionals,  a  ma¬ 
jority  of  whom  are  licensed  to  practice 
medicine  or  osteopathy.  Such  written 
services  arrangement  shall  provide: 

(i)  That  such  persons  shall  provide 
their  professional  services  in  accordance 
with  a  compensation  arrangement  estab¬ 
lished  by  the  entity;  and 

(ii)  To  the  extent  feasible 

(A)  That  such  persons  shall  utilize 
such  additional  professional  personnel, 
allied  health  professions  personnel,  and 
other  health  personnel  as  are  available 
and  appropriate  for  the  effective  and  effi¬ 
cient  delivery  of  the  services  of  the  per¬ 
sons  who  are  parties  to  the  arrangement; 

(B)  For  the  sharing  by  such  persons 
of  health  (including  medical)  and  other 
records,  equipment,  and  professional, 
technical,  and  administrative  staff;  and 

(C)  For  the  arrangement  and  encour¬ 
agement  of  the  continuing  education  of 
such  persons  in  the  field  of  clinical  medi¬ 
cine  and  related  areas;  and 

(2)  Which  has  a  written  services  agree¬ 
ment  with  a  health  maintenance  orga¬ 
nization  to  arrange  for  the  provision  of 
services  to  members  of  the  health  main¬ 
tenance  organization. 

(k)  “Medically  underserved  popula¬ 

tion”  means  the  population  of  an  urban 
or  rural  area  designated  by  the  Secretary 
as  an  area  with  a  shortage  of  personal 
health  services.  Designations  with  re¬ 
spect  to  such  urban  or  rural  areas  will  be 
made  by  the  Secretary  as  described  in 
1  110.203(g).  • 

(l)  “Community  rating  system”  (com- 
mimity  rate)  means  a  system  of  fixing 
rates  of  payments  for  health  services. 
Under  such  a  system  rates  of  payments 
may  be  determined  on  a  per-person  or 
per-family  basis  and  may  vaiyr  with  the 
number  of  persons  in  a  family,  but  ex¬ 


cept  as  otherwise  authorized  in  this 
paragraph,  such  rates  must  be  equiva¬ 
lent  for  all  individuals  and  for  all  fami¬ 
lies  of  similar  composition.  This  does  not 
preclude  changes  in  the  rates  of  pay¬ 
ments  for  health  services  based  on  a 
community  rating  system  which  are  es¬ 
tablished  for  new  enrollments  or  re-en¬ 
rollments  and  which  changes  do  not  ap¬ 
ply  to  existing  contracts  until  the  renewal 
of  such  contracts.  Only  the  following  dif¬ 
ferentials  in  rates  of  payments  may  be 
established  under  such  system: 

( 1 )  Nominal  differentials  in  such  rates  * 
may  be  established  to  refiect  the  differ¬ 
ent  administrative  costs  of  collecting 
payments  from  the  following  categories 
of  subscribers: 

(1)  Individual  (non-group)  subscrib¬ 
ers  (including  their  families) , 

(ii)  Small  groups  of  subscribers  (100 
subscribers  or  less) , 

(iii)  Large  groups  of  subscribers  (over 
100  subscribers) . 

(2)  Differentials  in  such  rates  may  be 
established  for  subscribers  enrolled  in  a 
health  maintenance  organization:  (1) 
Under  a  contract  with  a  governmental 
authority  under  section  1079  (“Contracts 
for  Medical  Care  for  Spouses  and  Chil¬ 
dren:  Plans”)  or  section  1086  (“Con¬ 
tracts  for  Health  Benefits  for  Certain 
Members,  Former  Members  and  their 
Dependents”)  of  Title  10  (“Armed 
Forces”),  United  States  Code;  or  (ii) 
Under  any  other  governmental  program 
(other  than  the  health  benefits 
program  authorized  by  chapter  89 
(“Health  Insurance”) ,  of  Title  5  (“CSov- 
emment  Organization  and  Employees”) , 
United  States  Code) ;  or  (iii)  Under 
any  health  benefits  program  for  em¬ 
ployees  of  States,  political  subdivi¬ 
sions  of  States,  and  other  public  entities. 

(3)  A  health  maintenance  organiza¬ 
tion  may  establish  a  separate  community 
rate  for  separate  regional  components 
of  the  organization  upon  satisfactory 
demonstration  to  the  Secretary  of  the 
following; 

(i)  Each  such  regional  component  is 
geographically  distinct  and  separate 
from  any  other  regional  component; 

(ii)  Membership  is  established  with 
respect  to  the  individual  regional  com¬ 
ponent,  rather  than  with  respect  to  the 
parent  health  maintenance  organiza¬ 
tion;  and 

(iii)  Each  such  regional  component 
provides  substantially  the  full  range  of 
basic  health  services  to  its  members, 
without  extensive  referral  between  com¬ 
ponents  of  the  organization  for  such 
services,  and  without  substantial  utili¬ 
zation  by  any  two  such  components  of 
the  same  health  care  facilities.  The  sepa¬ 
rate  community  rate  for  each  such  re¬ 
gional  component  of  the  health  main¬ 
tenance  organization  must  be  based  on 
the  different  costs  of  providing  health 
services  in  such  regions. 

(m)  “Nonmetropolitan  area”  means  an 
area  no  part  of  which  is  within  an  area 
designated  as  a  standard  metropolitan 
statistical  area  by  the  Office  of  Manage¬ 
ment  and  Budget  and  which  does  not 
contain  a  city  whose  population  exceeds 
fifty  thousand  individuals. 
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loes  to  appropriate  wciUatr  servlcee)  lor  by  section  1302(1)  (E)  of  the  Act  and 
the  abuse  of  or  addiction  to  alcoh(A  and 


(n)  “Rural  area”  means  any  area  noi 
listed  as  a  place  having  a  population  of 
2^00  or  more  In  Document  #PC(1)-A. 
"Number  of  Inhabitants”,  Table  VI, 
“Population  of  Places”,  and  not  listed  as 
an  urbanized  area  in  Table  XI,  “Popula¬ 
tion  of  Urbanized  Areas”  of  the  same 
document  (1970  Census,  Bureau  of  the 
Census,  UJ3.  Department  of  Commerce) . 

(o)  “Non-Pederal  lender”  means  any 
lender  other  than  an  agency  or  instru¬ 
mentality  of  the  United  States. 

(p)  “Act”  means  the  Public  Health 
Service  Act. 

(q)  “Secretary”  means  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare 
and  any  other  officer  or  employee  of  the 
Department  of  Health,  Education,  and 
Welfare  to  whom  the  authority  involved 
has  been  delegated. 

(r)  “Qualified  health  maintenance  or¬ 
ganization”  means  an  entity  which  has 
been  found  by  the  Secretary  to  meet  the 
applicable  requirements  of  title  XiH  of 
t^  Act  and  the  applicable  regulations  of 
this  Part. 

§  110.102  Health  benefits  plan;  basic 
health  services. 

A  health  maintenance  organization 
shall: 

(a)  Provide  or  arrange  for  the  provi¬ 
sion  of  basic  health  services  to  its  mem¬ 
bers  as  needed  and  without  limitations  as 
to  time  and  cost  other  than  those  pre¬ 
scribed  in  the  Act  and  these  regulations, 
as  follows: 

(1)  Physician  services  (including  con¬ 
sultant  and  referral  services  by  a  physi¬ 
cian),  which  shall  be  provided  by  a 
licensed  physician,  or  if  a  service  of  a 
physician  may  also  be  provided  under  ap¬ 
plicable  State  law  by  other  health  pro¬ 
fessionals,  a  health  maintenance  orga¬ 
nization  may  provide  such  service 
through  such  other  health  professionals; 

(2)  Outpatient  services,  which  shall 
include  diagnostic  or  treatment  services 
or  both  for  patients  who  are  ambulatory 
and  may  be  provided  in  a  nonhospital- 
based  health  care  facility  or  at  a  hos¬ 
pital;  inpatient  hospital  services,  which 
shall  include,  but  not  be  limited  to,  room 
and  board,  general  nursing  care,  meals 
and  special  diets  when  medically  neces¬ 
sary,  use  of  operating  room  and  related 
facilities,  intensive  care  unit  and  services. 
X-ray,  laboratory  and  other  diagnostic 
tests,  drugs,  medications,  biologicals, 
anesthesia  and  oxygen  services,  special 
duty  nursing  when  medically  necessary, 
physical  therapy,  radiation  therapy,  in¬ 
halation  therapy,  and  administration  of 
whole  blood  and  blood  plasma;  outpatient 
services  and  inpatient  hospital  services 
shall  include  short-term  rehabilitation 
services  as  appropriate; 

(3)  Instructions  to  its  members  on 
procedures  to  be  followed  to  secure  in- 
area  and  out-of-area  medically  necessary 
emergency  health  services  (see  §  110.104 
(a)(2)); 

(4)  At  least  20  outpatient  visits  per 
member  per  year,  as  may  be  necessary 
and  appropriate,  for  short-term  evalua¬ 
tive  or  crisis  intervention  mental  health 
services,  or  both; 

(5)  Diagnosis,  medical  treatment  and 
referral  services  (including  referral  serv- 


drugs: 

(i)  Diagnosis  and  medical  treatinent 
j^all  include  detoxification  for  alccdiol- 
ism  or  drug  abuse  (m  either  an  outpatient 
or  inpatient  basis,  whichever  is  medically 
determined  to  be  appropriate,  in  addition 
to  treatment  for  other  medical  condi¬ 
tions; 

(li)  Referral  services  may  be  either  for 
medical  or  for  nonmedical  ancillary  serv¬ 
ices.  Medical  services  shall  be  a  part  of 
basic  health  services;  non-medical  ancil¬ 
lary  services  (such  as  vocational  rehabili¬ 
tation,  employment  counseling),  need 
not  be  a  part  of  basic  health  services; 

(6)  Diagnostic  laboratory  and  diagnos¬ 
tic  and  therapeutic  radiology  services 
in  support  of  basic  health  services; 

(7)  Home  health  services  provided  at 
a  member’s  home  by  health  care  per¬ 
sonnel,  as  prescribed  or  directed  by  the 
responsible  physician  or  other  author- 
lly  designate  by  the  health  maintenance 
organization;  and 

(8)  Preventive  health  services,  which 
shall  be  made  available  to  members  and 
shall  include  at  least  the  following: 

(I)  A  broad  range  of  voluntary  family 
planning  services; 

(II)  Services  for  infertility; 

(ill)  Preventive  dental  care  to  pro¬ 
tect  and  maintain  the  dental  health  of 
children  through  age  11  provided  by  a 
licensed  dentist  or  other  qualified  per¬ 
sonnel.  Preventive  dental  care  shall 
include: 

(A)  Oral  prophylaxis,  as  necessary, 
and 

(B)  Topical  application  of  fiuorldes, 
and  the  prescription  of  fiuorldes  for  sys¬ 
temic  use  when  not  available  in  the  com¬ 
munity  water  supply; 

(iv)  Eye  examinations  for  children 
through  age  17,  to  determine  the  need  for 
vision  correction;  and 

(V)  Pediatric  and  adult  immuniza¬ 
tions,  in  accord  with  accepted  medical 
practice. 

(9)  Medical  social  services. 

( 10 )  Health  education  services  and  ed¬ 
ucation  in  the  appropriate  use  of  health 
services  and  in  the  contribution  each 
member  can  make  to  the  maintenance 
of  his  own  health.  A  health  maintenance 
organization  shall  provide  its  members 
with  (i)  instruction  in  personal  health 
care  measures,  and  (11)  information 
about  its  services  including  recommen¬ 
dations  on  generally  accepted  medical 
standards  for  use  and  frequency  of 
such  services. 

(b)  The  following  are  not  required  to 
be  provided  as  basic  health  services: 

(1)  Corrective  appliances  and  arti¬ 
ficial  aids; 

(2)  Mental  health  services,  except  as 
required  under  section  1302(1)  (D)  of  the 
Act; 

(3)  Cosmetic  siu-gery,  imless  medically 
necessary; 

(4)  Prescribed  drugs  and  medicines 
incidental  to  outpatient  care; 

(5)  Ambulance  services,  unless  medi¬ 
cally  necessary; 

(6)  Treatment  for  chronic  alcoholism 
and  drug  addiction,  except  as  required 


paragraph  (a)  (5)  of  this  secticm; 

(7)  Care  for  military  service  con¬ 
nected  dlsaUlities  for  which  the  member 
is  legally  entitled  to  services  and  for 
which  facilities  are  reasonably  available 
to  this  member; 

(8)  Care  for  conditions  that  State  or 
local  law  requires  be  treated  in  a  public 
facility; 

(9)  Dental  services,  except  as  re¬ 
quired  by  section  1302(1)  (H)  of  the  Act; 

(10)  Vision  care,  except  as  required  by 
section  1302(1)  (H)  of  the  Act; 

(11)  CTustodlal  or  domiciliary  care; 

(12)  Eixperlmental  medical,  siuglcal. 
or  other  experimental  health  care  proce¬ 
dures  imless  approved  as  a  basic  health 
service  by  the  policy  making  body  of  the 
health  maintenance  organization; 

(13)  Perscmal  or  comfort  items  and 
private  rooms,  unless  medically  neces¬ 
sary  during  inpatient  hospitalization; 
and 

(14)  Whole  blood  and  blood  plasma. 

§  110.103  Health  benefits  plan:  supple¬ 
mental  health  services. 

(a)  Each  health  maintenance  organi¬ 
zation  shall: 

(1)  Provide  or  arrange  for  the  pro¬ 
vision  of  at  least  the  following  supple¬ 
mental  health  services  for  which  the 
subscriber  has  contracted  and  for  which 
the  required  health  manpower  is  avail¬ 
able: 

(1)  Services  of  facilities  for  intermedi¬ 
ate  and  long-term  care; 

(ii)  Vision  care  not  included  as  a  basic 
health  service; 

(ill)  Dental  services  not  Included  as  a 
basic  health  service; 

(iv)  Mental  health  services  not  pro¬ 
vided  as  a  basic  health  service; 

(v)  Long-term  physical  medicine  and 
rehabilitative  services  (including  physi¬ 
cal  therapy) ;  and 

(vi)  Prescription  drugs  prescribed  in 
the  course  of  provision  of  basic  out¬ 
patient  or  supplemental  health  services. 

(2)  Determine  the  level  and  scope  of 
such  supplemental  health  services. 

(b)  A  health  maintenance  organiza¬ 
tion  is  authorized,  if  it  so  elects,  in  con¬ 
nection  with  the  prescription  or  provi¬ 
sion  of  prescrlptlcoi  drugs,  to  maintain, 
review,  and  evaluate  a  drug  use  profile 
of  its  members  receiving  such  services, 
evaluate  patterns  of  drug  utilization  to 
assure  optimum  drug  therapy,  and  pro¬ 
vide  for  instruction  of  its  members  and  of 
health  professionals  in  the  use  of  pre¬ 
scription  and  nonprescription  drugs. 
Each  health  maintenance  organization 
providing  such  services  shall  Insure  that: 

(1)  The  program  is  developed  jointly 
by  the  physicians  and  pharmacists  as¬ 
sociated  with  the  health  maintenance 
organization: 

(2)  The  objectives  of  the  program  are 
explained  to  all  health  professionals  and 
members  of  the  health  maintenance  or¬ 
ganization; 

(3)  Individual  rights  are  protected 
and  that  all  information  regarding  and 
identifying  an  individual  is  available 
only  to  appropriate  health  professionals 
of  the  health  maintenance  organization. 
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and  to  the  individual  member  at  his  re¬ 
quest; 

(4>  The  primary  thrust  of  the  pro¬ 
gram  is  optimum  drug  therapy  for  the 
individual  member  of  the  health  main¬ 
tenance  organization;  and 
( 5 )  The  information  obtained  in  drug 
utilization  review  is  utilized  in  educa¬ 
tional  programs  for  professionals  and 
members  of  the  health  maintenance  or¬ 
ganization. 

§  1  1 0. 1 04  Providers  of  services. 

(a>  Basic  health  services  shall  be  pro¬ 
vided  or  arranged  for  through  health 
professionals  who  are  members  of  the 
staff  of  the  health  maintenance  organi¬ 
zation  or  through  medical  groups  or  in¬ 
dividual  practice  associations  with  which 
the  health  maintenance  organization  has 
entered  into  written  service  agreements. 
Such  agreements  shall  include  the  ac¬ 
ceptance  by  the  members  of  the  medical 
groups  or  individual  practice  associa¬ 
tions  of  effective  incentives,  such  as  risk 
siiaring  or  other  financial  incentives,  de¬ 
signed  to  avoid  unnecessary  or  unduly 
costly  utilization  of  health  sei-vices.  To 
the  extent  that  basic  health  services  are 
not  covered  by  such  agreements,  the 
health  maintenance  organization  may 
arrange  for  their  provision  by  other 
health  professionals  as  members  of  its 
staff  who  are  either  directly  employed  or 
appointed  to  its  staff  through  a  contract 
for  services,  which  contract  shall  pro¬ 
vide  for  the  method  of  compensation. 
Basic  health  services  shall  be  so  provided 
unless: 

(1)  The  services  are  vmusual  or  in¬ 
frequently  used  services  which  do  not 
warrant  provision  through  staff  of  the 
health  maintenance  organization,  a 
medical  group,  or  an  individual  practice 
association  as  demonstrated  by  the 
health  maintenance  organization  to  the 
satisfaction  of  the  Secretary.  The  provi¬ 
sion  of  such  services  not  provided 
through  the  staff  of  a  health  mainte¬ 
nance  organization  or  through  a  medical 
group  or  an  individual  practice  associa¬ 
tion  shall  be  arranged  for  by  the  health 
maintenance  organization  with  other 
providers  in  the  area;  or 

(2)  The  services  are  required  for  a 
medically  necessary  emergency  and  not 
for  reasons  of  convenience  and  are  pro¬ 
vided  to  a  member  other  than  through 
the  health  maintenance  organization  be¬ 
cause  the  member’s  condition  would  be 
jeopardized  before  he  could  obtain  such 
services  through  the  health  maintenance 
organization;  or 

(3)  The  services  are  provided  as  part 
of  inpatient  hospital  services  by  em¬ 
ployees  or  staff  of  a  hospital. 

(b)  Each  health  maintenance  organ¬ 
ization  shall  pay  the  provider,  or  reim¬ 
burse  its  members  for  the  payment  of, 
reasonable  charges  for  basic  health  serv¬ 
ices  or  supplemental  health  services  for 
which  its  members  have  contracted, 
which  are  medically  necessary  emergency 
services  obtained  within  area  or  out-of¬ 
area  other  than  through  the  health 
maintenance  organization.  Each  health 
maintenance  organization  shall  adopt 
procedures  to  review  promptly  all  claims 
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from  members  for  reimbursement  for  the 
movlslon  of  medically  necessary  health 
services,  which  procedures  shall  Include 
the  determination  of  the  medical  neces¬ 
sity  for  obtaining  such  services. 

(c)  Supplemental  health  services  shall 
be  provided  or  arranged  for  by  the 
health  maintenance  organization  and 
need  not  be  provided  through  the  staff 
of  the  health  maintenance  organization, 
nor  through  a  medical  group,  nor 
through  an  Individual  practice  associa¬ 
tion. 

§  110.105  Payment  for  l»as>r  lieallli  serv¬ 
ices. 

(a)  Each  health  maintenance  organ¬ 
ization  shall  provide  or  arrange  for  the 
provision  of  basic  health  services  for  a 
basic  health  services  payment  which: 

(1)  Is  to  be  paid  on  a  periodic  basis 
without  regard  to  the  dates  such  health 
services  are  provided; 

(2)  Is  fixed  without  regard  to  the  fre¬ 
quency.  extent,  or  kind  of  such  health 
services  actually  furnished; 

(3)  Is  fixed  under  a  community  rating 
system;  and 

(4)  May  be  supplemented  by  addi¬ 
tional  nominal  copayments  which  may 
be  requii'ed  for  the  provision  of  specific 
basic  health  services.  Each  health  main¬ 
tenance  organization  may  establish  one 
or  more  copayment  options,  calculated 
on  the  basis  of  a  community  rating 
system. 

(i)  To  insure  that  copayments  are  not 
a  barrier  to  the  utilization  of  health  serv¬ 
ices  or  membership  in  the  organization, 
a  health  maintenance  organization  shall 
not  impose  copayment  charges  that  ex¬ 
ceed  50  percent  of  the  total  cost  of  pro¬ 
viding  any  single  service  to  its  members, 
nor  in  the  aggregate  more  than  20  per¬ 
cent  of  the  total  cost  of  providing  all 
basic  health  services. 

(ii)  No  copayment  may  be  imposed 
on  any  subscriber  or  members  covered  by 
his  contract  with  the  health  maintenance 
organization  in  any  calendar  year,  when 
the  copayments  made  by  such  subscriber 
or  members  in  such  calendar  year  total 
50  percent  of  the  total  annual  premium 
cost  which  such  subscriber  or  members 
would  be  required  to  pay  if  he  or  they 
were  enrolled  under  an  option  with  no 
copayments,  if  such  subscriber  or  mem¬ 
bers  demonstrates  that  copayments  in 
that  amount  have  been  paid  In  such 
year. 

(b)  If,  pursuant  to  any  workmen’s 
compensation  or  employer’s  liability  law 
or  other  legislation  of  similar  purpose  or 
import,  a  third  party  would  be  responsi¬ 
ble  for  all  or  part  of  the  cost  of  basic 
health  services  provided  by  the  health 
maintenance  organization  if  services  had 
not  been  provided  by  the  health  mainte¬ 
nance  organization,  then  the  health 
maintenance  organization  may  collect 
from  the  third  party  the  portion  of  the 
cost  of  such  services  for  which  such 
third  party  wovild  be  so  responsible. 

§  110.106  Payment  for  supplemental 
health  services. 

(a)  A  health  maintenance  organiza¬ 
tion  may  require  supplemental  health 


services  payments.  In  addition  to  the 
basic  health  services  pajrments,  for  the 
provision  of  each  health  service  included 
in  the  supplemental  health  services  set 
forth  in  §  110.103  for  which  subscribers 
have  contracted. 

(b)  Supplemental  health  services  pay¬ 
ments  may  be  made  in  any  agreed  upon 
manner,  such  as  prepayment,  or  fee-for- 
service.  Supplemental  health  services 
payments  which  are  fixed  on  a  prepay¬ 
ment  basis,  however,  shall  be  fixed  under 
a  community  rating  system. 

(c)  If,  pursuant  to  any  workmen’s 
compensation  or  employer’s  liability  law 
or  other  legislation  of  similar  purpose  or 
import,  a  third  party  would  be  respon¬ 
sible  for  all  or  part  of  the  cost  of  supple¬ 
mental  health  services  provided  by  the 
health  maintenance  organization  if  serv¬ 
ices  had  not  been  provided  by  the  health 
maintenance  organization,  then  the 
health  maintenance  organization  may 
collect  from  the  third  party  the  portion 
of  the  cost  of  such  services  for  which 
such  third  party  would  be  so  responsible. 

§  110.107  Availability,  accessibility  and 
continuity  of  basic  and  supplemental 
bealtli  services. 

Within  the  area  served  by  the  health 
maintenance  organization,  basic  health 
services  and  the  supplemental  health 
services  for  which  members  have  con¬ 
tracted  shall: 

(a)  Be  provided  or  arranged  for  by 
the  health  maintenance  organization; 

(b)  Be  available  and  accessible  to  each 
of  the  health  maintenance  organiza¬ 
tion’s  members  promptly  as  appropriate 
with  respect  to: 

(1)  Its  geographic  location,  hours  of 
operation,  and  provisions  for  after-hours 
services  (Medically  necessary  emer¬ 
gency  services  must  be  available  and  ac¬ 
cessible  24  hours  a  day,  7  days  a  week) ; 
and 

(2)  Staffing  patterns  within  generally 
accepted  norms  for  meeting  the  projected 
membership  needs;  and 

(c)  Be  provided  in  a  manner  which 
assures  continuity,  including  but  not 
limited  to: 

(1)  Provision  of  a  health  professional 
who  is  primarily  responsible  for  coordi¬ 
nating  the  member’s  overall  health  care; 
and 

(2)  Development  of  a  health  (includ¬ 
ing  medical)  recordkeeping  system 
through  which  all  pertinent  information 
relating  to  the  health  care  of  the  patient 
is  accumulated  and  is  readily  available 
to  appropriate  professionals. 

§  110.108  Organization  and  operation. 

Each  health  maintenance  organiza¬ 
tion  shall— 

(a)  Have  a  fiscally  sound  operation, 
as  demonstrated  by  a  financial  plan, 
satisfactory  to  the  Secretary,  which: 

(1)  Identifies  the  achievement  and 
maintenance  of  a  positive  cash  flow,  in¬ 
cluding  provisions  for  retirement  of 
existing  and  proposed  indebtedness; 

(2)  Demonstrates  the  ability  to  estab¬ 
lish  reserves  in  compliance  with  appli¬ 
cable  State  laws  pertaining  to  fiscal 
responsibility  or  such  reserves  as  the 
Secretary  may  determine  necessary  rela- 
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tive  to  repayment  of  principal  and  inter¬ 
est  on  loans  made  or  guaranteed  under 
this  part;  and 

(3)  Demonstrates  an  approach  to  the 
risk  of  insolvency  which  allows  for  con¬ 
tinuation  of  benefits  for  the  duration  of 
the  contract  period  for  which  payment 
has  been  made,  continuation  of  benefits 
to  members  who  are  confined  on  the  date 
of  insolvency  in  an  inpatient  facility  im- 
til  their  discharge,  and  payments  to  un- 
afflliated  providers  for  services  rendered: 

(b)  Assume  full  financial  risk  on  a 
prospective  basis  for  the  provision  of 
basic  health  services,  except  that  a  health 
maintenance  organization  may  obtain 
Insurance  or  make  other  arrangements: 

(1)  For  the  cost  of  providing  to  any 
member  basic  health  services  the  aggre¬ 
gate  value  of  which  exceeds  $5,000  in 
any  year; 

(2)  For  the  cost  of  basic  health  serv¬ 
ices  provided  to  its  members  other  than 
through  the  organization  because  medi¬ 
cal  necessity  required  their  provision  be¬ 
fore  they  could  be  secured  through  the 
organization;  and 

(3)  For  not  more  than  90  percent  of 
the  amount  by  which  its  costs  for  any 
of  its  fiscal  years  exceed  115  percent  of 
its  income  for  such  fiscal  year; 

(c)  After  full  and  fair  disclosure  of 
benefits,  coverage,  rates,  grievance  pro¬ 
cedures,  location,  and  hours  of  service, 
and  a  general  description  of  participat¬ 
ing  providers,  offer  enrollment  to  persons 
who  are  broadly  representative  of  the 
various  age,  social,  and  income  groups 
within  the  area  it  serves  except  that  in 
the  case  of  a  health  maintenance  organi¬ 
zation  which  has  a  medically  under- 
served  population  located  (in  whole  or  in 
part)  in  the  area  it  serves,  not  more  than 
75  percent  of  the  members  of  that  or¬ 
ganization  may  be  enrolled  from  the 
medically  imderserved  population  unless 
the  area  in  which  such  population  re¬ 
sides  is  also  a  rural  area; 

(d)  Have  an  open  enrollment  period  of 
not  less  than  thirty  dasrs  at  least  once 
during  each  consecutive  twelve-month 
period  during  which  enrollment  period 
it  accepts,  up  to  its  capacity,  individuals 
in  the  order  in  which  they  apply  for  en¬ 
rollment  and  without  regard  to  their 
health  status  or  their  health  care  needs, 
except  that  if  the  organization  demon¬ 
strates  to  the  satisfaction  of  the  Secre¬ 
tary  that — 

(1)  It  has  enrolled,  or  would  be  com- 
p>elled  to  enroll,  a  disproportionate  num¬ 
ber  of  individuals  who  would  be  likely  to 
utilize  its  services  more  often  than  an 
actuarlally  determined  average  of  the 
utilization  of  services  by  current  mem¬ 
bers  and  that  enrollment  during  an 
open  enrollment  period  of  an  additional 
number  of  such  individuals  would  jeop¬ 
ardize  its  economic  vlahility  by  requiring 
an  increase  in  rates  which  would  make 
the  health  maintenance  organization 
noncompetitive  In  its  area,  or  would 
otherwise  Jeopardize  its  economic  via¬ 
bility,  or 

(2)  If  it  maintained  an  open  enroll¬ 
ment  period  it  would  not  be  able  to  com¬ 
ply  with  the  requirements  of  paragrsq^ 
(c)  of  this  section,  or 


(3)  It  would  be  compelled  to  enroll  a 
nmnber  of  individuals  which  would  ex¬ 
ceed  its  capacity,  based  upon  a  reason¬ 
able  projection  of  new  enrollments  im- 
der  existing  group  contracts,  the  Secre¬ 
tary,  at  the  request  of  the  organization, 
may  waive  compliance  with  the  open 
enrollment  requirement  of  this  para¬ 
graph  for  not  more  than  twelve  months: 
Provided,  That  the  Secretary  may  pro¬ 
vide  additional  such  waivers  to  that  or¬ 
ganization  if  the  organization  submits  a 
separate,  satisfactory  request  and  justi¬ 
fication  for  each  such  waiver; 

(e)  In  order  to  obtain  a  waiver  of  the 
annual  open  enrollment  period  required 
in  paragraph  (d)  of  this  section, 

(1)  In  the  case  of  paragraph  (d)(1) 
of  this  section,  submit  documentation 
that  the  health  maintenance  organiza¬ 
tion  has  prospectively  determined  on  an 
actuarial  basis,  utilizing  data  available 
in  the  area  or  from  similar  organizations 
elsewhere,  that  the  average  utilization  of 
services  of  potential  Individual  members 
would  so  increase  costs  as  to  jeoi>ardize 
the  economic  viability  of  the  organiza¬ 
tion  if  it  maintained  an  open  enrollment 
period.  The  data  concerning  the  pro¬ 
spective  utilization  of  individual  members 
need  not  be  obtained  by  the  health  main¬ 
tenance  organization  from  actual  in¬ 
dividual  cases  In  its  area,  but  may  be 
composite  data  from  known  experi¬ 
ences;  or 

(2)  In  the  case  of  paragraph  (d)  (2) 
of  this  section.  Indicate,  upon  the  basis 
of  reasonable  estimates,  that  an  open  en¬ 
rollment  period  would  result  in  a  total 
enrollment  of  more  than  50  percent  of 
persons  receiving  insurance  benefits  un¬ 
der  Title  XVni  of  the  Social  Security  Act 
or  i>ersons  receiving  medical  assistance 
imder  a  State  plan  approved  imder  Title 
XIX  of  such  Act,  In  violation  of  §  110.109 
(b) :  or 

(3)  In  the  case  of  paragrajA  (d)  (3) 
of  this  section.  Indicate,  upon  the  basis 
of  reasonable  estimates  that  an  open  en¬ 
rollment  period  woxild  result  in  the  en¬ 
rollment  of  more  members  than  could  be 
served  within  the  capacity  of  the  orga¬ 
nization,  considering  the  new  enrollment 
anticipated  under  existing  group  con¬ 
tracts; 

(f )  Not  expel  or  refuse  to  re-enroll  any 
member  because  of  his  health  status  or 
his  health  care  needs,  nor  refuse  to  enroll 
individual  members  of  a  group  on  the 
basis  of  the  health  status  or  health  care 
needs  of  such  Individuals; 

(g)  Offer  each  subscriber  leaving  a 
group  a  membership  agreement  on  the 
same  terms  and  conditions  as  are  avail¬ 
able  to  a  non-group  subscriber; 

(h)  Be  organized  In  such  a  manner 
that  assures  that: 

(1)  No  later  than  one  year  after  be¬ 
coming  operational  as  a  qualified  health 
maintenance  organization,  at  least  one- 
third  of  the  membership  of  the  Board  of 
Directors  of  the  health  maintenance  or¬ 
ganization  or  in  the  absence  of  such,  its 
equivalent  policy-making  body,  will  be 
members  of  the  organization.  No  member 
having  ownership  or  interest  in,  or  em¬ 
ployed  by  or  gaining  financing  reward 
frcHn  direct  dealings  with,  the  health 


maintenance  organization,  or  with  a 
plan-affiliated  institution  or  organiza¬ 
tion,  and  no  members  of  his  immediate 
family  shall  be  included  in  the  minimiun 
one-third  member  representation  on  the 
Board  or  policy-making  body;  except 
that  none  of  the  foregoing  shall  prohibit 
the  pasnnent  of  directors’  fees  or  other 
similar  fees,  or  interest  and  dividends 
derived  from  membership  in  a  coopera¬ 
tive,  to  persons  serving  on  such  Board 
or  body;  and 

(2)  There  shall  be  equitable  repre¬ 
sentation  on  the  member  portion  of  such 
policy-making  body  of  members  from  the 
medically  imderserved  populations  in 
proportion  to  their  enrollment  relative 
to  the  entire  enrollment;  except  that  if 
the  medically  underserved  membership  is 
at  least  5  percent  of  the  total  enroll¬ 
ment,  then  such  population  shall  not  be 
without  representation; 

(i)  Be  organized  in  such  a  manner 
that  provides  meaningful  procedures  for 
hearing  and  resolving  ^evances  be¬ 
tween  the  health  maintenance  organiza¬ 
tion  (including  the  staff  of  the  health 
maintenance  organization,  the  medical 
group,  and  the  individual  practice  asso¬ 
ciation)  and  the  members  of  the  organi¬ 
zation,  which  procedures  will  assure  that 
grievances  and  complaints  will  be  trans¬ 
mitted  in  a  timely  manner  to  appropriate 
deeision-making  levels  within  the  organi¬ 
zation  which  have  authority  to  take  cor¬ 
rective  action; 

(j)  Have  organizational  arrangements, 
consistent  vdth  program  emphasis  on 
quality  health  care,  for  an  ongoing 
quality  assurance  program  for  its  health 
services  which  program 

(1)  Stresses  health  outcomes  to  the 
extent  consistent  with  the  state  of  the 
art; 

(2)  Provides  review  by  physicians  and 
other  health  professionals  of  the  process 
followed  in  the  provision  of  health  serv¬ 
ices; 

(3)  Utilizes  systematic  data  collection 
of  performance  and  patient  results,  pro¬ 
vide  Interpretation  of  such  data  to  the 
practitioners,  and  institutes  needed 
change;  and 

(4)  Is  designed  in  such  a  manner  as  is 
likely  to  meet  the  standards  established 
pursuant  to  section  1155(e)  of  the  Social 
Security  Act  (i.e.  Professional  Standards 
Review)  for  services  provided  by  hospi¬ 
tals  and  other  operating  health  care 
facilities  or  organizations; 

(k)  Assure  that  the  providers  through 
which  the  health  maintenance  organiza¬ 
tion  provides  basic  and  supplemental 
health  services  are  certified  under  Title 
XVm  of  the  Social  Security  Act  (Medi¬ 
care)  in  accordance  with  20  C)FR  Part 
405,  or  in  accordance  with  the  regulations 
governing  participation  of  providers  in 
the  Medical  Assistance  Program  under 
Title  XIX  of  the  Social  Security  Act 
(Medicaid) :  Provided,  That  clinical 
laboratories  subject  to  section  353  of  the 
Act  (Clinical  Laboratories  Improvement 
Act)  shall,  unless  exempted  thereunder, 
be  certified  in  accordance  with  regula¬ 
tions  governing  participation  of  such 
laboratories  under  such  Titles  XVlll  and 
XIX; 
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(l)  Provide,  or  make  airangements 
for,  continuing  education  for  its  health 
professional  staff; 

(m)  In  support  of  the  provision  of 
health  services,  offer  its  members  the 
following: 

(1)  Health  education  services  and  ed¬ 
ucation  in  the  ap>propriate  use  of  health 
services  and  in  the  contribution  each 
member  can  make  to  the  maintenance  of 
his  own  health; 

(2)  Instruction  in  personal  health 
care  measures; 

(3)  Information  about  its  services,  in¬ 
cluding  recommendations  on  generally 
accepted  medical  standards  for  use  and 
frequency  of  such  services:  and 

(4)  Nutritional  education  and  coun¬ 
seling; 

(n)  In  support  of  the  provision  of 
health  services,  offer  its  members  medical 
social  services,  which  shall  include  ap¬ 
propriate  assistance  in  dealing  with  the 
physical,  emotional  and  econcxnic  impact 
of  illness  and  disability  through  ser^ces 
such  as  pre-  and  post-hospitalization 
planning,  referral  to  services  provided 
through  ccnnmunity  health  and  social 
welfare  agencies,  and  related  family 
counseling; 

(o)  Provide  an  effective  procedure 
while  safeguarding  the  confidentiality  of 
the  doctor-patient  relationship,  to  de¬ 
velop,  compile,  evaluate,  and  report,  at 
such  times  and  in  such  manner  as  the 
Secretary  may  require,  to  the  Secretary, 
to  Its  members,  and  to  the  general  pub¬ 
lic,  statistics  and  other  information  re¬ 
lating  to; 

( 1 )  The  cost  of  its  operations ; 

(2)  The  patterns  of  utUization  of  its 
services; 

(3)  The  availability,  accessibility,  and 
acceptability  of  its  services; 

(4)  To  the  extent  practical,  devel(9- 
ments  in  the  health  status  of  its  mem¬ 
bers;  and 

(5)  Such  other  matters  as  the  Secre¬ 
tary  may  require ; 

(p)  Be  organized  and  operated  in  a 
manner  Intended  to  preserve  human 
dignity; 

(q)  Establish  adequate  procedures  to 
Insure  confidentiality  of  its  members’ 
health  (including  medical)  records;  and 

(r)  Make  arrangements  with  referral 
resources  to  assure  that  the  health  main¬ 
tenance  organization  is  kept  informed 
about  the  services  provided  to  its  mem¬ 
bers. 

§  110.109  Special  requirement:  Titles 
XVIII  and  XIX  of  the  So«'ial  Security 
Act. 

(a)  A  Health  Maintenance  Organiza¬ 
tion  which  otherwise  complies  with  sec¬ 
tion  1301(b)  and  section  1301(c)  of  the 
Act,  and  with  the  applicable  regulations 
of  this  part,  and  which  enrolls  members 
who  are  entitled  to  Insurance  benefits 
under  Title  XVm  of  the  Social  Security 
Act  or  to  medical  assistance  under  a 
State  plan  approved  under  Title  XIX  of 
such  Act,  may  still  be  considered  a  quali¬ 
fied  health  maintenance  organization,  if 
with  respect  to  its  Title  XVni  and  Title 
XIX  members; 

(1)  It  provides,  at  a  minimiun,  only 
those  health  services  for  which  it  will  be 


compensated  under  its  Title  XVm 
Health  Maintenance  Organization  con¬ 
tract  with  the  Secretary  or  under  the 
contract  with  a  State  for  services  under 
the  Title  XIX  State  plan,  and  it  does  not 
require  such  members  to  obtain  coverage 
of  any  health  service  for  which  it  will  not 
be  compensated  under  Title  XVIII  or  un¬ 
der  the  Title  XIX  State  plan; 

(2)  It  fixes  payments  for  any  services 
paid  for  under  Title  XVm  or  under  a 
Title  XEX  State  plan  on  a  basis  other 
than  a  community  rating  system; 

(3)  It  assumes  full  financial  risk  for 
the  provision  of  health  services  only  as 
required  under  Title  XVIII  of  the  Social 
Security  Act  or  under  its  contract  with 
a  State  for  services  imder  the  Title  XIX 
State  plan; 

(4)  With  respect  to  health  services 
provided  which  it  is  not  required  to  pro¬ 
vide  or  for  which  it  is  not  compensated 
imder  Title  XVm  or  under  the  contract 
with  a  State  for  services  imder  the  Title 
XIX  State  plan,  it  fixes  payments  for 
such  services  on  a  community  rating  sys¬ 
tem,  fee-for-service,  or  other  basis;  and 

(5)  It  complies  with  the  applicable  re¬ 
imbursement  provisions  authorized  un¬ 
der  Title  XVIII  or  under  the  Title  XIX 
State  plan  of  the  State  with  which  it  is 
contracting. 

(b)  A  health  maintenance  organiza¬ 
tion  which  enters  into  a  contract  with 
the  Secretary  under  Title  XVIII  of  the 
Social  Security  Act  or  with  a  State  under 
Title  XIX  of  such  Act  shall  comply  with 
the  applicable  TiUe  XVm  or  Title  XIX 
deductible  and  coinsurance  requirements 
in  accordance  with  the  provisions  of  Title 
XVm  or  the  Title  XIX  State  plan  of  the 
State  with  which  it  is  contracting.  C?0- 
pasnnent  options  which  are  not  in  ac¬ 
cordance  with  a  Title  XIX  State  plan 
may  not  be  imposed  on  Title  XIX  en- 
roUees. 

(c)  At  no  time  shall  the  members  of 
a  qualified  health  maintenance  organi¬ 
zation  who  are  entitled  to  insurance 
benefits  under  Title  XVIII  of  the  So¬ 
cial  Security  Act  or  to  medical  assistance 
under  a  State  plan  approved  imder  Title 
XIX  of  the  Social  Security  Act  constitute 
more  than  50  percent  of  the  total  mem¬ 
bership  unless  for  good  cause  shown  the 
Secretary  waives  such  requirement. 

(d)  Any  grievance  procedures  author¬ 
ized  under  Title  XVm  or  Title  XIX  of 
the  Social  Security  Act  are  not  super¬ 
seded  by  the  provisions  of  S  110.108(i) . 

Subpart  B — Federal  Financial  Assistance: 

General 

§  110.201  Applicability. 

The  regulations  of  this  subpart  apply 
to  the  award  of  grants,  contracts,  loans, 
and  loan  guarantees  to  public  or  non¬ 
profit  private  entities  or  private  enti¬ 
tles  (other  than  nonprofit  private  enti¬ 
ties)  for  projects  as  authorized  by  sec¬ 
tions  1303, 1304,  and  1305  of  the  Act. 

§  110.202  Definitions. 

(a)  “Nonprofit”  as  £mplied  to  a  private 
entity,  agency,  institution  or  organiza¬ 
tion  means  a  private  entity,  agency,  in¬ 
stitution,  or  organization,  no  part  of  the 
net  earnings  of  which  inures,  or  may 


lawfully  inure,  to  the  benefit  of  any 
private  shareholder  or  individual. 

(b)  “Section  314(a)  State  health 
planning  agency”  (314(a)  agency) 
means  the  agency  of  a  State  which  ad¬ 
ministers  or  supervises  the  administra¬ 
tion  of  a  State’s  health  planning  func¬ 
tions  imder  a  State  plan  approved  under 
section  314(a)  of  the  Act;  and  the  term 
“section  314(b)  areawide  health  plan-  ' 
nmg  agency”  (314(b)  agency)  means  a 
public  or  nonprofit  private  agency  or 
organization  which  meets  the  require¬ 
ments  of  section  314(b)  of  the  Act  and 
which  has  developed  a  comprehensive 
regional,  metropolitan,  or  other  local 
area  plan  or  plans  referred  to  in  section 
314(b)  of  the  Act. 

(c)  “Significant  expansion”  means  (1) 
a  planned  increase  in  membership,  to  be 
effected  at  a  rate  which  exceeds  the  aver¬ 
age  growth  rate  (see  §§  110.303(g),  110.^ 
403(h),  and  110.404(f))  of  the  health 
maintenance  organization  and  which  win 
require  an  increase  in  the  number  of 
health  professionals  serving  members  of 
the  health  maintenance  organization  or 
an  expansion  of  the  physical  capacity  of 
the  total  health  facilities;  or  (2)  a  plan¬ 
ned  expansion  of  the  service  area  b^ond 
the  current  service  area  which  would  be 
made  possible  by  the  addition  of  health 
service  delivery  facilities  and  health  pro¬ 
fessionals  to  serve  members  at  a  new  site 
or  sites  in  areas  previous  without  such 
services  sites.  Only  organizations  which 
have  been  found  by  the  Secretary  to  be 
qualified  health  maintenance  organiza¬ 
tions  are  eligible  to  apply  for  assistance 
for  expansion  under  sections  1303  and 
1304  of  the  Act. 

§110.203  Application  requirements. 

(a)  An  application  for  a  grant,  loan 
or  loan  guarantee  shall  be  submitted  to 
the  Secretary  at  such  time  and  in  such 
form  and  manner  as  the  Secretary  may 
prescribe. 

(b)  The  application  shall  contain  a 
budget  and  a  narrative  describing  the 
manner  in  which  the  applicant  intends 
to  conduct  the  project  and  carry  out  the 
requirements  of  these  regulations.  The 
application  must  describe  the  project 
in  sufiBcient  detail  to  Identify  clearly  the 
need  for  and  nature,  specific  objectives, 
plan  and  methods  of  the  project. 

(c)  The  application  must  be  ex¬ 
ecuted  by  an  individual  authorized  to 
act  for  the  applicant  and  to  assume  in 
behalf  of  the  applicant  the  obligations 
Imposed  by  the  statute,  the  regulations 
of  this  subpart,  and  any  additional  con¬ 
ditions  of  the  award. 

(d)  Applicants  must  submit  an  audited 
full  financial  statement  unless  exempted 
by  the  Secretary.  An  applicant  whose 
financial  statement  shows  unobligated 
cash  assets  which  presumably  could  be 
used  to  conduct  all  or  part  of  the  project 
or  undertaking  for  which  application  is 
made  must  also  submit  a  detailed  state¬ 
ment  satisfactory  to  the  Secretary  stat¬ 
ing  why  the  unobligated  cash  assets  of 
the  applicant  (other  than  those  to  be 

to  meet  the  applicant’s  contribu¬ 
tion  requirements)  are  not  available  or 
are  Inadequate  for  ttie  planned  project. 
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An  applicant  for  a  loan  or  loan  guaran¬ 
tee  shall  also  sidnnlt  a  written  verlflca- 
tlon  from  at  least  two  piAUc  or  two 
private  lending  agencies  or  institutions 
demonstrating  that,  after  a  formal  re- 
qiiest, 

(1)  Funds  have  been  denied  in  the 
amount  requested  in  the  application,  or 

(2)  Funds  in  the  amount  requested  In 
the  application  are  available  only  at  an 
Interest  rate  in  excess  of  those  curroatly 
Ih  effect  for  the  loan  and  loan  guarantee 
program  on  the  date  of  the  application. 
On  the  basis  of  the  information  sub¬ 
mitted,  the  Secretary  win  determine 
whether  or  not  the  applicant  would  not 
be  able  to  complete  the  project  or  under¬ 
taking  for  which  the  £q}plicatlon  Is  sub¬ 
mitted  without  the  assistance  applied  for. 

(e)  Each  application  must  contain  the 
following  assurances,  as  a  pproprlate: 

(1)  In  the  case  of  an  application  for 
assistance  under  section  1303  of  the  Act, 
if  the  survey  or  other  activity  supported 
demonstrates  that  the  develc^ment  and 
operation  or  the  expansion  of  the  opera¬ 
tion  of  a  health  maintenance  organiza¬ 
tion  is  feasible,  the  applicant  will  be,  or 
will  form,  or  expand  the  operation  of. 
as  the  case  may  be,  a  health  maintenance 
organization; 

(2)  In  the  case  of  an  application  for 
assistance  imder  section  1304  of  the  Act, 
the  applicant  will  develop  and  operate  or 
expand  the  operation  of,  as  the  case  may 
be,  a  health  maintenance  organization; 

(3)  When  operational  as  a  health 
maintenance  organization,  the  applicant 
will  (1)  provide  basic  and  supplemental 
health  services  to  its  monbers,  (11)  pro¬ 
vide  such  services  In  the  manner  pre¬ 
scribed  by  section  1301(b)  of  the  Act  and 
by  the  regulations  of  this  part,  and  (111) 
be  organized  and  operated  in  the  manner 
prescribed  by  section  1301(c)  of  the  Act 
and  by  the  regulations  of  part: 

(4)  When  operational  as  a  health 
maintenance  organization,  the  aimUcant 
will  enroll,  and  maintain  an  enrollment 
of,  the  maximum  number  of  members 
that  Its  available  and  potoitlal  resources 
will  enable  it  to  serve  effectively.  Maxi¬ 
mum  number  of  members  is  defined  as 
the  actual  or  projected  enrollment  which 
the  health  maintenance  organization  can 
serve,  considering  the  avallablll^  of  the 
required  health  manpower  in  the  area  to 
be  served  by  the  ors^tnizatlon  and  the 
capacity  of  the  facilities  of  the  organiza¬ 
tion. 

(f)  Each  application 'which  evidences 
or  projects  an  enrollment  of  at  least  66 
percent  from  a  nonmetropolitan  area 
shall  identify  the  area  In  which  such 
population  resides  and  Indicate  the  per¬ 
cent  of  anticipated  enrollment  to  be 
drawn  from  such  area. 

(g)  Each  application  which  evidences, 
or  projects  an  enrollment  of,  at  least  30 
percent  of  its  members  from  a  medically 
underserved  p(^mlatlon  when  the  health 
maintenance  organization  first  receives 
financial  assistance  or  becomes  opera¬ 
tional  shall  identify  the  area  in  ^Ich 
such  population  resides,  the  total  popu¬ 
lation  of  that  area,  and  the  percent  of 
anticipated  enrollment  to  be  drawn  f  ixxn 
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that  area.  Medically  underserved  areas 
win  be  designated  by  the  Secretary,  tak¬ 
ing  into  ccmslderatloa  the  foUowlng 
factors,  among  others: 

(1)  AvaHahle  health  resources  In  rda- 
tlon  to  size  the  area  and  Its  iK^nilatlmi. 
Including  appromdate  ratios  of  primary 
care  physicians  (both  doctors  of  medicine 
and  doctors  of  osteopathy)  In  general 
or  family  practice.  Internal  medicine,  pe¬ 
diatrics.  obstetrics  and  gynecology,  or 
general  surgery,  to  population: 

(2)  Health  Indices  for  the  populatlcm 
of  the  area,  such  as  Infant  mortality  rate; 

(3)  Economic  factors  affecting  the 
population’s  access  to  health  services, 
such  as  percentage  of  the  populaticm  with 
incomes  below  the  poverty  level;  and 

(4)  Dem<^nraphlc  factors  affecting  the 
population’s  need/demand  for  health 
services,  such  as  percentage  of  the  popu¬ 
lation  age  65  or  over. 

The  designation  of  such  areas  may  be 
made  by  the  Secretary  (mly  after  ctm- 
slderatlon  the  commmts,  if  any,  of 
the  appropriate  314  health  planning 
agency  whose  plan  covers  (In  whole  or 
in  part)  the  area  In  which  such  popula¬ 
tion  group  resides. 

(h)  Eacdi  application  must  show  that 
each  314(b)  agency  whose  section  314(b) 
plan  covers  (In  whole  or  in  part)  the 
area  to  be  served  by  the  health  main¬ 
tenance  organization  for  which  such  ap- 
idlcation  Is  submitted  (or  if  there  Is  no 
such  agency,  the  314(a)  agency  whose 
section  314(a)  plan  covers  (In  whole  or 
In  part)  such  area)  has  been  sent  a  copy 
of  the  application  concurrent  with  its 
submission  to  the  appropriate  Regional 
Office  of  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare.  Such  314  agency 
shall  have  60  days  In  whl<h  to  review 
and  comment  on  the  application,  com¬ 
mencing  (m  the  day  the  application  Is 
received.  The  applicant  shall  request 
that  the  comments  of  such  agencies  be 
forwarded  to  the  Secretary  through  the 
appropriate  Department  of  Health,  Edu- 
catixm,  and  W^are  Regional  Office  not 
later  than  60  days  from  the  date  the 
apidlcatlmi  is  received. 

(I)  If  under  applicable  State  law,  the 
applicatimi  may  not  be  submitted  with¬ 
out  the  approval  of  the  314(b)  or  the 
314(a)  agency,  the  applicant  shall  ob¬ 
tain  such  approval  which  must  be  in¬ 
cluded  as  a  part  of  the  application. 

( J )  The  application  shall  provide  writ¬ 
ten  Information  describing  the  appli¬ 
cant’s  development  and  operation  of  any 
prior  projects  which  were  sxipported  by 
funds  or  by  loans  or  loan  guarantees  im¬ 
der  Title  Xin  of  the  Act.  Applicants  must 
also  describe  projects  for  the  planning  or 
operaticm  of  health  service  delivery  pro¬ 
grams  supported  under  any  other  titles  of 
the  Public  Health  Service  Act,  or  for 
which  applications  under  the  Act  are 
currently  imder  consideration. 

(k)  Applicants  for  more  than  one 
grant,  contract,  loan,  or  loan  guarantee 
under  Title  xm  of  the  Act,  simultane¬ 
ously  or  over  the  course  of  time,  shall  not 
be  required  to  duplicate  Information,  but 
Shan  update  such  Information  with  each 
subsequent  application. 
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§  110.204  314(b)  or  314(a)  agency  re¬ 
view  and  comments. 

The  appropriate  314(b)  or  314(a) 
agency  should  provide  to  the  Secretary 
through  the  appropriate  Department  of 
Health,  Education,  and  Welfare  Regional 
Office  comments  and  reccxnmendations 
on  approval.  Including  the  general  bases 
for  comments  i>ertinent  to  inadequacies, 
if  any.  In  the  ai^licaUons,  with  respect 
to  the  following: 

(a)  Compatibility  of  the  proposed 
project  with  the  areawide  or  State  plan 
for  health  services; 

(b)  Accuracy  and  thoroughness  of  the 
description  of  the  medical  services  area 
in  vririch  the  applicant  proposes  to  de¬ 
velop,  operate,  or  expand  a  health  main¬ 
tenance  (M^ganlaation; 

(c)  Accuracy  and  thoroughness  with 
which  applicant  has  Identified  the  popu¬ 
lation  groups  to  be  served  the  pro¬ 
posed  heal&  maintenance  organization 
as  required  by  S9  110.203(f)  and  110.203 
(g); 

(d)  Anticipated  Impact  of  the  pro¬ 
posed  project  on  the  general  accessibility 
and  availability  of  care  in  the  area. 
Including: 

(1)  Whether  the  proposed  project 
meets  the  needs  of  the  community  for 
health  services  in  the  prc^posed  service 
area; 

(2)  Effects  of  offering  an  alternative 
form  of  health  services  to  individuals  or 
groups;  and 

(3)  Identification  of  existing  barriers 
to  the  effective  delivery  of  health  serv¬ 
ices,  which  may  Include  geographic,  eco¬ 
nomic,  cultural  and  language  barriers; 

(e)  Economic  Impact,  including: 

( 1 )  Effects  on  existing  health  resources 
or  facilities;  and 

(2)  Potential  of  proposed  project  to 
draw  new  health  resources  into  the  area: 
and 

(f)  Agency  cooperation,  including: 

(1)  Applicant’s  statement  of  Intent  to 
work  cooperatively  with  the  appropriate 
314  agency;  and 

(2)  The  experience  of  the  applicant,  if 
any.  In  deali^  with  other  segments  of 
the  health  care  community;  and 

(g)  Whether  arrangements  for  serv¬ 
ices  appear  realistic,  achievable  and  ap¬ 
propriate,  including,  but  not  limited  to: 

(1)  Potential  for  proposed  project  to 
be  adequately  staff^  to  accommodate 
enrolled  members  or  anticipated  mem¬ 
bership; 

(2)  Potential  for  adequate  provision 
of  the  services,  considering  avafiabilily^ 
of  manpower  and  equliunent,  and  success 
of  previous  attempts  to  reciuit  person¬ 
nel; 

(3)  Availability  of  health  profession¬ 
als  In  the  area,  and  adequate  evidence  of 
cooperative  planning  with  these  provid¬ 
ers  (Including  summaries  of  verbal  con¬ 
tacts  or  copies  of  correspondence) ;  and 

(4)  Rdlabillty  of  evidence  of  suiHx>rt 
for  and  acceptance  of  the  proposed  proj¬ 
ect  by  the  community. 

§  110.205  Records,  reports,  inspection, 
and  audit. 

(a)  Each  grant,  loan,  or  loan  guar¬ 
antee  awarded  pursuant  to  this  Part 
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shall  be  subject  to  the  condition  that  the 
recipient  shall  maintain  records  which 
disclose  the  amount  and  disposition  of 
the  proceeds  of  the  grant,  or  loan  (di¬ 
rectly  made  or  guaranteed),  the  total 
cost  of  the  imdertaking  in  coimection 
with  which  such  assistance  was  given  or 
used,  the  amount  of  that  portion  of  the 
cost  of  the  undertaking  sut^lied  by  other 
sources,  and  such  other  records  as  will 
facilitate  an  effective  audit. 

(b)  The  Secretary  and  the  Comptroller 
General  of  the  United  States,  or  any  of 
their  duly  authorized  representatives, 
shall  have  access  for  the  purpose  of 
audit,  examliaation  or  evaluation  to  any 
books,  documents,  papers,  and  records  of 
the  recipients  of  a  grant,  loan  or  loan 
guarantee  under  Title  Xm  of  the  Act 
which  relate  to  such  assistance. 

(c)  A  report  shall  be  submitted  to  the 
Secretary  by  the  recipient  of  a  grant. 
loan,  or  loan  guarantee  under  Title  xm 
of  the  Act  not  later  than  60  dasrs  after 
the  termination  date  of  each  project,  de¬ 
scribing  existing  and  anticipated  plans, 
developments  and  operations  In  accord¬ 
ance  with  information  required  imder 
section  1306(b)  (3)  of  the  Act. 

(d)  Such  other  reports  shall  be  sub¬ 
mitted  as  the  Secretary  may  require  to 
meet  the  provisions  of  the  Act  and  these 
regxilations. 

§110.206  Additional  conditions. 

The  Secretary  may,  with  respect  to  the 
approval  of  any  grant,  contract,  loan,  or 
loan  guarantee.  Impose  additional  con¬ 
ditions  prior  to  or  at  the  time  of  any  ap¬ 
proval  when,  in  his  judgment,  such  con¬ 
ditions  are  necessary  to  assure  or  protect 
the  advancement  of  the  approved  proj¬ 
ect,  the  interests  of  public  health,  or  the 
conservation  of  project  funds. 

§  110.207  Nondiscrimination. 

Attention  is  called  to  the  requirements 
of  Title  VI  of  the  CivU  Rights  Act  of 
1964  (78  Stat.  252,  42  U.S.C.  2000d  et 
seq.)  and  in  particular  section  601  of 
such  Act  which  provides  that  no  person 
In  the  United  States  shall  on  the  grounds 
of  race,  color,  or  national  origin  be  ex¬ 
cluded  from  participation  in,  be  denied 
the  benefits  of,  or  be  subjected  to  dis¬ 
crimination  under  any  program  or 
activity  receiving  Federal  financial  as¬ 
sistance.  A  regulation  implementing  such 
Title  VI.  which  applies  to  all  financial 
assistance  \mder  this  i}art,  has  been  is¬ 
sued  by  the  Secretary  of  Health,  Educa¬ 
tion,  and  Welfare  with  the  approval  of 
the  President  (45  CFR  Part  80) .  In  addi¬ 
tion  no  person  shall,  on  the  groimds  of 
sex,  or  creed  (unless  otherwise  medically 
Indicated)  be  excluded  from  participa¬ 
tion  in,  be  denied  the  benefits  of,  or  be 
subjected  to  discrimination  under  any 
program  or  activity  receiving  Federal  fi¬ 
nancial  assistance.  Nor  shall  any  person 
be  denied  employment  in  or  by  such  pro¬ 
gram  or  activity  so  receiving  Federal  fi¬ 
nancial  assistance  on  the  grounds  of  age, 
sex,  creed,  or  marital  status. 

§  110.208  Invrntions  or  discoveries. 

An  award  imder  this  part  is  subject  to 
the  regulations  of  the  Department  of 
Health,  Education,  and  Welfare  as  set 


forth  in  45  C7FR  Parts  6,  “Inventions  and 
Patents  (General)”  and  8,  “Inventions 
Resulting  from  Research  Grants.  Fellow¬ 
ship  Awards,  and  Contracts  for  Re¬ 
search”.  Such  regulations  shall  apply  to 
any  activity  for  which  fimds  are  in  fact 
used  whether  within  the  scope  of  the 
project  as  approved  or  otherwise.  Appro¬ 
priate  measures  shall  be  taken  by  the 
award  recipient  and  by  the  Secretary  to 
assure  that  no  contracts,  assignments  or 
other  arrangements  inconsistent  with 
the  award  obligations  are  continued  or 
entered  into  and  that  all  personnd  in¬ 
volved  in  the  supported  activity  are 
aware  of  and  comply  with  such  obliga¬ 
tions.  Laboratory  notes,  related  technical 
data,  and  information  pertaining  to  in¬ 
ventions  and  discoveries  shall  be  main¬ 
tained  for  such  periods,  and  filed  with  or 
otherwise  made  available  to  the  Secre¬ 
tary  or  those  he  may  designate  at  such 
times  and  in  such  manner  as  he  may  de¬ 
termine  necessary  to  carry  out  such  De¬ 
partment  regulations. 

§  110.209  Publications,  copj-right,  and 
data. 

(a)  (1)  Except  as  may  otherwise  be 
provided  imder  the  terms  and  ctmditions 
of  the  award,  the  applicant  may  copy¬ 
right  without  prior  approval  any  data 
developed  or  resulting  from  a  project 
supported  under  this  Part,  subject,  how¬ 
ever,  to  a  royalty-free,  non-exclusive,  and 
irrevocable  license  or  right  in  the  Gov¬ 
ernment  to  reproduce,  translate,  publish, 
use,  disseminate,  and  dispose  of  such 
materials  and  to  authorize  others  to  do 
so. 

(2)  The  government  may  use,  dupli¬ 
cate.  or  disclose  in  any  manner  and  for 
any  purpose  whatsoever,  and  have  or  per¬ 
mit  others  to  do  so,  all  data  developed 
during  the  term  of  Federal  financial  as¬ 
sistance. 

(3)  Whenever  any  data  is  to  be  ob¬ 
tained  from  a  contractor  or  subcontrac¬ 
tor  under  the  assisted  projects,  the  ap¬ 
plicant  shall  Include  this  section 
(§  110.209)  in  the  contract  or  subcontract 
without  alteration,  making  it  applicable 
to  the  subject  matter  of  the  contract  or 
subcontract,  and  no  other  clause  shall  be 
used  to  diminish  the  government’s  right 
in  that  contractor’s  or  subcontractor’s 
data. 

(b)  As  used  in  this  section,  the  term 
“data”  means  writings,  films,  sound  re¬ 
cordings,  pictorial  reproductions,  draw¬ 
ings,  designs  or  other  graphic  represen- 
tatioi^,  procedural  manuals,  forms,  dia¬ 
grams,  work-flow  charts,  equipment  de¬ 
scription,  data  files  and  data  processing 
or  computer  programs,  and  works  of  any 
similar  nature  (whether  or  not  copy¬ 
righted  or  copyrightable)  which  are  de¬ 
veloped  during  the  term  of  Federal  finan¬ 
cial  assistance. 

§  110.210  Confidentiality. 

Each  award  is  subject  to  the  con¬ 
dition  that  all  information  obtataed 
by  the  personnel  of  the  project  from  par¬ 
ticipants  in  the  project  related  to  their 
examination,  care,  and  treatment  shall 
be  held  confidential,  and  shall  not  be 
divulged  without  the  Individual’s  In¬ 
formed  consent  except  as  may  be  re¬ 


quired  by  law  or  as  may  be  necessary  to 
provide  service  to  the  individual  or  to 
the  Secretary  as  part  of  his  duties  under 
the  Act.  Information  may  be  disclosed  in 
summary,  statistical,  or  other  form 
which  does  not  identify  particular 
Individuals. 

§  110.211  Applicability  of  45  CFR  Part 

74. 

The  provisions  of  45  CFR  Part  74,  es¬ 
tablishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall  ap¬ 
ply  to  all  awards  under  this  Part  to  State 
and  local  governments  as  those  terms 
are  defined  in  subpart  A  of  that  Part  74. 
The  relevant  provisions  of  the  following 
subparts  of  Part  74  shall  also  apply  to  all 
other  grantee  organizations  under  this 
part: 

Subpcurt 
A  Oeneral. 

B  Cash  Depositories. 

O  Bonding  and  Insxirance. 

D  Retention  and  Custodial  Requirements 
for  Records. 

F  Grant  related  Income. 

O  Matching  and  Cost  Sharing. 

K  Grant  Payment  Requlrementa 
L  Budget  Revision  Procedurea 
M  Grant  Closeout,  Suspension,  and  Termi> 
nation. 

O  Property. 

Q  Cost  Principles. 

§110.212  Use  of  funds. 

Any  grants,  loans,  and  loan  guarantees 
awarded  pursuant  to  this  Part  as  well  as 
other  Federal  funds  to  be  used  In  the 
performance  of  the  approved  project 
shall  be  expended  solely  for  canring  out 
the  approved  project  in  accordance  with 
the  statute,  the  regulations  of  this  Part, 
and  the  terms  and  conditions  the 
award  or  assistance. 

§  110.213  Grantee  accountability. 

(a)  All  payments  made  by  the  Secre¬ 
tary  under  grants  awarded  pursuant  to 
sections  1303  and  1304  of  the  Act  shall 
be  recorded  by  the  grantee  In  accounting 
records  separate  from  the  records  of  all 
other  grant  funds.  Including  funds  de¬ 
rived  from  other  grant  awards.  With  re¬ 
spect  to  each  approved  project  the 
grantee  shall  account  for  the  sum  total 
of  all  amounts  paid  by  presenting  or 
otherwise  making  available  evidence  sat¬ 
isfactory  to  the  Secretary  of  expenditures 
for  direct  and  indirect  costs  meeting  the 
requirements  of  this  part:  Provided, 
however.  That  when  the  amount  awarded 
for  indirect  cost  was  based  on  a  predeter¬ 
mined,  fixed-percentage  of  estimated  di¬ 
rect  costs,  the  amount  allowed  for  indi¬ 
rect  costs  shall  be  computed  on  the  basis 
of  such  predetermined  fixed-percentage 
rates  applied  to  the  total,  or  a  selected 
element  thereof,  of  the  reimbursable  di¬ 
rect  costs  incurred. 

(b)(1)  A  grantee  shall  render,  with 
respect  to  each  approved  project,  a  full 
account,  as  provided  herein,  as  of  date 
of  the  termination  of  grant  support.  The 
Secretary  may  require  other  special  and 
periodic  accounting. 

(2)  There  shall  be  payable  to  the  Fed¬ 
eral  Government  as  final  settlement  with 
respect  to  each  approved  project  the  total 
sum  of: 
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(1)  Any  amount  not  accounted  for 
pursuant  to  paragrai^  (a)  of  this  sec¬ 
tion; 

(il)  Any  other  amounts  due  pursuant 
to  Subparts  F,  M,  and  O  of  45  CFR  Part 
74. 

Such  total  sum  shall  constitute  a 
debt  owed  by  the  grantee  to  the  Federal 
Government  and  shall  be  recovered  from 
the  grantee  (u*  its  successors  or  assignees 
by  setoff  or  other  action  as  provided  by 
law. 

§110.214  Continued  support. 

Neither  the  approval  of  any  project 
nor  any  award  of  financial  assistance 
shall  commit  or  obligate  the  United 
States  to  make  any  additional,  supple¬ 
mental,  continuation,  or  other  award 
with  re^)ect  to  any  approved  project  or 
portion  thereof.  For  continuation  sup¬ 
port,  applicants  must  make  separate  ap¬ 
plications  at  such  times  and  in  such 
manner  as  the  Secretary  may  direct. 

Subpart  C — Grants  and  Contracts  for 
Feasibility  Surveys 

§  110.301  Applicability. 

The  regxilatlons  of  this  subpart,  in  ad¬ 
dition  to  the  regulations  of  subpart  B 
of  this  Part,  are  applicable  to  grants 
awarded  pursuant  to  section  1303  of  the 
Act  for  projects  to  conduct  surveys  or 
other  activities  to  determine  the  feasi¬ 
bility  of  developing  and  operating  or 
expanding  the  operation  of  health  main¬ 
tenance  organizations. 

§  110.302  Eligibility. 

(a)  Eligible  applicants.  Any  public  cx 
private  nonprofit  entity  which  is  or  pro¬ 
poses  to  devel<H>  or  beccune  a  health 
maintenance  organization  is  eligible  to 
apply  for  an  award  under  this  subpart, 
except  that  In  the  case  of  applications  for 
support  of  expansion,  only  organizations 
wh^  have  bWn  foimd  by  the  Secretary 
to  be  qualified  health  maintenance  orga¬ 
nizations  are  eligible  to  apply. 

(b)  Eligible  projects.  Awards  may  be 
made  pursuant  to  section  1303  of  the 
Act,  the  regulations  of  subpart  B,  and 
this  subpart,  to  eligible  applicants  to 
assist  in  conducting  siuweys  or  other  ac- 

,  tivltles  to  determine  the  feasibility  of 
develcH?ing  or  expanding  the  operation 
of  organizations  which  meet  or  propose 
to  meet  the  requirements  under  subpart 
A  of  these  regulations. 

§  110.303  Project  elements. 

An  approvable  application  must  pro¬ 
vide; 

(a)  Statements  which  describe  con¬ 
cisely: 

(1)  The  goals  and  objectives  for  the 
proposed  health  maintenance  organiza¬ 
tion; 

(2)  The  administrative,  managerial, 
and  organizational  arrangements  and 
resources  to  be  utilized  to  conduct  the 
feasibility  study; 

(3)  The  proposed  service  area;  and  (4) 
Intended  financial  participation  of  the 
applicant,  specifying  the  tsrpe  of  contrl- 
butiims,  such  as  cash  or  services,  loans  of 
full-  or  part-time  staff,  equipment. 


spaces,  materials,  or  facilities  or  other 
contributions; 

(b)  An  assurance  that  the  applicant 
will  cooperate  with  the  appropriate  314 
health  planning  agency; 

(c)  Written  evidence  of  notification 
to  the  local  medical  societies  of  the  wpll- 
cant’s  intention  to  apply  for  assistance; 

(d)  Letters  or  other  forms  of  evidence 
that  there  is  general  support  for  and 
acceptance  of  the  pr(HK)sed  health  main-  , 
tenance  organization  by  the  community 
which  the  applicant  proposes  to  serve; 

(e)  Concise  plans  for  conducting  the 
feasibility  study,  which  must  Include,  at 
a  minimum,  a  description  of  tasks  for 
each  activity  listed  below,  accompanied 
by  a  time-phased  milestone  chart  indi¬ 
cating  proposed  fimdlng  and  manpower 
to  be  allocated  to  each  activity  (where 
circumstances  indicate  that  it  would  be 
appropriate  and  consistent  with  the  In¬ 
tent  of  the  Act,  additional  activities  may 
be  proposed  in  the  application) : 

(1)  Identify  pertinent  State  laws,  reg¬ 
ulations,  and  practices  relating  to  oper¬ 
ating  as  a  health  maintenance  organi¬ 
zation; 

(2)  Identify  population  groups  which 
would  be  sources  of  prepayment  and 
other  potential  sources  of  payment  for 
services  when  the  health  maintenance 
organization  becomes  operational; 

(3)  Identify  potential  providers  or 
sources  of  providers  of  basic  health  serv¬ 
ices; 

(4)  Develop  an  estimate  of  the  amount 
to  be  charged  for  basic  health  services 
when  the  proposed  health  maintenance 
organization  becomes  operational; 

(5)  Develop  an  estimate  of  the  en¬ 
rollment  and  funds  required  to  reach  the 
financial  breakeven  point;  and 

(6)  DevelCH)  a  preliminary  estimate  of 
the  facilities  reqxilred  for  operational 
status; 

(f)  In  addition.  In  the  case  of  an  ex¬ 
isting  organization  which  provides  health 
care  services  financed  on  a  prepaid  capi¬ 
tation  basis  to  an  enrolled  population 
which  is  requesting  assistance  to  become 
a  health  maintenance  org^anteatlon,  iden¬ 
tification  of  gaps  between  the  applicant’s 
current  operation  and  the  requirements 
of  Subpart  A  of  this  Part; 

(g)  In  addition,  in  the  case  of  quali¬ 
fied  health  maintenance  organizations 
requesting  assistance  for  significant  ex¬ 
pulsion: 

(1)  Data  on  prepaid  membership  to¬ 
tals  for  annual  Intervals  over  the  past  five 
years,  or  if  the  health  maintenance  or¬ 
ganization  has  not  been  operating  for 
five  years,  such  data  on  a  quarterly  basis 
for  the  time  during  which  It  has  been  In 
operation; 

(2)  The  current  enrollment  figure: 

(3)  A  description  of  the  current  h^th 
service  delivery  facilities.  Including  an 
estimate  of  their  ct^aolty; 

(4)  The  munber  and  specialties  of 
current  health  professionals  serving  Its 
members;  and 

(5)  The  plans  for  the  proposed  signifi¬ 
cant  expansion  which  demonstrate  that 
the  definition  of  significant  expansion  In 
S  110.202(c)  will  be  met. 


§  110.304  Evaluation  and  award. 

(a)  Within  the  limits  funds  avail¬ 
able  for  such  purpose,  the  Secretary  may 
make  awards  to  cover  up  to  90  percent 
of  the  cost  of  projects,  or  In  the  case  of 
projects  which  will  draw  not  less  than  30 
percent  nor  more  than  the  apprc^riate 
percentage  (as  determined  imder 
§  110.108(c))  of  Its  anticipated  enroll¬ 
ment  from  medically  under-served  popu¬ 
lations,  up  to  100  percent  of  the  costs,  to 
those  applicants  whose  projects  will,  in 
his  judgment  best  promote  the  purposes 
of  section  1303  of  the  Act  and  the  regula¬ 
tions  of  this  subpart,  taking  into  ac¬ 
count: 

(1)  The  degree  to  which  the  proposed 
project  satisfactorily  provides  for  ele¬ 
ments  set  forth  In  9  110.303  above. 

(2)  The  comments  of  the  appropriate 
314  health  planning  agency. 

(3)  The  degree  to  which  the  goals  and 
objectives  of  the  proposed  project  will 
promote  the  purposes  of  the  Act  and  are 
consistent  with  the  generally  recognized 
capability  of  effectively  organized  and 
managed  health  maintenance  organiza¬ 
tions  to  reduce  inappropriate  hospital 
utilization,  to  contain  health  care  costs, 
to  use  effectively  medical  and  other 
health  manpower,  to  emphasize  early  de¬ 
tection  and  treatment  of  illness,  and  to 
contribute  to  a  better  distribution  and 
quality  of  health  care. 

(4)  The  capability  of  the  applicant  to 
organize  and  manage  the  project  suc¬ 
cessfully. 

(5)  The  soundness  of  the  proposed 
plan  tor  conducting  the  feasibility  study 
and  for  assuring  effective  utilization  of 
grant  funds. 

(6)  The  potentlfd  of  the  project  to  ob¬ 
tain  Indications  ot  the  willingness  of 
basic  medical  and  health  care  providers 
to  participate  In  the  operation  of  tlte 
health  maintenance  organlzatlmi. 

(7>  The  ];MX)babillty  ot  financial  via¬ 
bility  based  on  potential  sources  of  fi¬ 
nancial  support  for  development  and  op¬ 
erations  and  potential  sources  of  enroll¬ 
ment. 

(8)  The  incliision  of  medically  under¬ 
served  populations  In  the  projected  en- 
n^lment. 

(9)  Location  relative  to  the  number 
of  organizations  providing  health  serv¬ 
ices  to  a  defined  population  on  a  prepaid 
capitation  basis,  which  are  already  (H>- 
erating  in  the  proposed  geographic  area. 

(10)  The  percentage  of  total  antici¬ 
pated  enrollment  to  be  drawn  from  non¬ 
metropolitan  areas  to  be  served. 

(11)  Evidence  of  the  applicant’s  in¬ 
tended  contribution  to  the  project. 

(12)  In  the  case  of  an  existing  orga¬ 
nization  operating  on  a  prepaid  capita¬ 
tion  basis,  the  applicant’s  potential  for 
expeditious  transition  into  a  qualified 
he^th  maintenance  organization. 

(13)  In  the  case  of  expansion  projects, 
the  potential  rate  of  Increase  of  expan¬ 
sion,  or  the  potential  increase  In  the  area 
to  be  served  by  the  expazxled  health 
maintenance  organlzatlcm. 

(b)  In  considering  applications  under 
this  subpart,  the  Secretary  wlU  give  pri¬ 
ority  to  apc^catUms  which  (xmtaln  as- 
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surances  satisfactory  to  the  Secretary 
that  when  the  organizations  become  op> 
eratlonal  not  less  than  30  percent  of  their 
members  will  be  members  of  a  medically 
underserved  population. 

§  110.305  Funding  duration  and  limita¬ 
tion. 

(a)  The  amount  of  any  award  shall 
be  determined  by  the  Secretary  on  the 
basis  of  his  estimate  of  the  sum  neces¬ 
sary  for  project  costs,  provided,  however, 
that  any  single  grant  may  not  exceed 
$50,000. 

(b)  Feasibility  stirvey  applicants  may 
propose  that  the  award  period  be  12 
months  or  less.  Feasibility  survey  proj¬ 
ects  shall  be  completed  within  the  period 
of  the  award.  The  Secretary  may  make 
not  more  than  one  additional  grant  for 
a  project  for  a  feasibility  survey  for 
which  a  grant  has  previously  been  made, 
and  may  permit  additional  time  (up  to 
12  months)  for  completion  of  the  project 
if  he  determines  that  the  additional 
grant  or  additional  time,  or  both,  is 
needed  to  complete  the  project  ade¬ 
quately. 

Subpart  D— Grants  and  Loan  Guarantees 
for  Planning  and  initial  Development 
Costs 

§  110.401  Applicability. 

The  regulations  of  this  subpart,  in 
addition  to  the  regulations  of  subpart  B 
of  this  Part,  are  applicable  to: 

(a)  Grants  awarded  pursuant  to  sec¬ 
tion  1304  of  the  Act  for  projects  for  plan¬ 
ning,  and  Initial  development  of  health 
maintenance  organizations  or  for  signifi¬ 
cant  expansion  of  the  membei^ip  of,  or 
areas  served  by  qualified  health  main¬ 
tenance  organizations,  and 

(b)  Guarantees  made  to  non-Pederal 
lenders  of  payment  of  the  principal  of 
and  interest  on  loans  made  to  private  en¬ 
tities  (other  than  nonprofit  private  en¬ 
titles)  for  such  projects  to  serve  medi¬ 
cally  underserved  populations. 

§  110.402  Eligibility. 

(a)  Eligible  applicants.  Any  public  or 
nonprofit  private  entity,  which  is  or 
which  proposes  to  become  a  health  main¬ 
tenance  organization,  is  eligible  to  apph^ 
for  a  grant,  and  any  private  entity 
(other  than  a  nonprofit  private  entity) 
which  is  or  which  proposes  to  become  a 
health  maintenance  organization  and 
which  proposes  to  serve  a  medically  un¬ 
derserved  population  is  eligible  to  apply 
for  a  loan  guarantee  imder  this  subpart, 
except  that  in  the  case  of  applications  for 
support  of  expansion,  only  organizations 
which  have  been  found  by  the  Secretary 
to  be  qualified  health  maintenance  orga¬ 
nizations  are  eligible  to  apply. 

(b)  Eligible  projects.  (1)  Awards  of 
grants  may  be  made  pursuant  to  section 
1304  of  the  Act  and  the  regulations  of 
subpart  B  and  this  subpart  to  eligible 
applicants  for  planning  for  the  establish¬ 
ment  of  health  maintenance  organiza¬ 
tions,  or  for  the  significant  expansion  of 
the  membership  of,  or  areas  served  by, 
health  maintenance  organizations  meet¬ 
ing  the  requirements  of  subpart  A  of 
these  regulations,  or  for  the  Initial  de¬ 


velopment  or  actual  expansion  of  such 
organizations; 

(2)  Guarantees  may  be  made  pur¬ 
suant  to  section  1304  of  the  Act  and  the 
regulations  of  subpart  B  and  this  sub¬ 
part  to  eligible  applicants  for  the  pay¬ 
ment  of  the  principal  of  and  the  interest 
on  loans  for  planning  projects  for  the 
establishment  of  health  maintenance  or¬ 
ganizations,  or  the  expansion  of  existing 
organizations  which  have  been  found  by 
the  Secretary  to  meet  the  spplicable  re¬ 
quirements  of  Title  XIII  of  the  Act  and 
the  applicable  regulations  of  this  part,  or 
or  for  the  initial  development  of  actual 
expansion  of  such  health  maintenance 
organizations:  Provided,  that  at  least  30 
percent  of  the  projected  members  of  such 
organizations  are  from  medically  under¬ 
served  peculations. 

§  110.403  Project  elements  for  planning. 

An  approvable  spplication  must  pro¬ 
vide: 

(a)  Statements  which  describe  in 
detail: 

(1)  The  goals  and  objectives  of  the 
proposed  health  maintenance  organiza¬ 
tion; 

(2)  The  administrative,  managerial, 
and  organizaticmal  arrangements  and 
resoxnces  to  be  utilized  in  the  perform¬ 
ance  of  the  precosed  activities; 

(3)  The  proposed  service  area;  and 

(4)  The  Intended  financial  participa¬ 
tion  of  the  applicant,  specifying  the  type 
of  contribution  such  as  cash  or  services, 
loans  of  full-  or  part-time  staff,  equip¬ 
ment,  space,  materials,  facilities,  or  other 
contributions. 

(b)  An  assurance  that  the  applicant 
will  cooperate  with  the  apprecriate  314 
health  planning  agency. 

(c)  Written  evidence  of  notification  to 
the  local  medical  societies  of  the  sq}pli- 
cant’s  intention  to  apply  for  assistance. 

(d)  Letters  or  other  forms  of  evidence 
that  there  is  support  for  and  acceptance 
of  the  project  by  organizations,  institu¬ 
tions,  and/or  employer  groups  which  may 
participate  in  the  development  of  the 
proposed  health  maintenance  orga¬ 
nization. 

(e)  A  detailed  report  of  the  results  of 
the  survey  or  study  which  established 
the  feasibility  of  developing  the  health 
maintenance  organization,  as  well  as  of 
any  other  activities  relating  to  the  de¬ 
velopment  of  the  health  maintenance 
organization  imdertaken  prior  to  appli¬ 
cation  for  planning  asslstcuice.  With  re¬ 
gard  to  the  report  of  the  feasibility  sur¬ 
vey,  information  on  the  following  must 
be  included: 

(1)  Status  of  the  applicant  in  terms  of 
pertinent  State  laws,  regulations,  and 
practices  relating  to  operating  as  a 
health  maintenance  organization; 

(2)  Organizational  structm’e  of  the 
proposed  health  maintenance  organiza¬ 
tion; 

(3)  Providers  of  basic  health  services 
who  have  agreed  or  might  reasonably  be 
expected  to  agree  to  provide  health 
benefits; 

(4)  The  types  of  population  groups 
which  would  be  sources  of  prepayment 
for  an  operational  health  maintenance 


organization  and  other  potential  sources 
of  payment  for  services  when  opera¬ 
tional; 

(5)  Sources  of  payment  and  opera¬ 
tional  support  including: 

(i)  Preliminary  estimate  of  the  amount 
to  be  charged  for  basic  health  benefits 
when  the  proposed  health  maintenance 
organization  becomes  operational;  and 

(ii)  Estimate  of  enrollment  and  in¬ 
come  required  to  reach  the  financial 
breakeven  point;  and 

(6)  A  preliminary  estimate  of  facili¬ 
ties  required  for  operational  status. 

(f )  Ccmcise  plans  for  accomplishing 
planning  stage  activities,  which  must  in¬ 
clude  at  a  minimum,  a  descrlpticm  of 
tasks  for  each  activity  listed  below,  ac¬ 
companied  by  a  time-phased  milesUme 
chart  indicating  proposed  funding  and 
manpower  to  be  allocated  to  each  such 
activity  (where  circumstances  Indicate 
that  it  would  be  appropriate  and  consist¬ 
ent  with  the  intent  of  the  Act,  additional 
activities  may  be  proposed) : 

(1)  Recruit  key  project  staff; 

(2)  Plan  for  and  initiate  appropriate 
action  relating  to  any  State  legal  and/ 
or  regulatory  restrictions; 

(3)  Develop  formal  organization; 

(4)  Establish  community  support; 

(5)  Refine  market  estimate  made  in 
feasibility  survey; 

(6)  Develop  health  benefits  plan; 

(7)  Develop  premium  structure; 

(8)  Develop  plans  for  marketing  of  the 
services  and  enrollment  of  members; 

(9)  Develop  budget  and  financial  plan: 
and 

(10)  Identify  providers  of  basic  health 
services  and  develop  preliminary  agree¬ 
ments  to  negotiate  with  these  providers; 
and 

(11)  Plan  for  necessary  facilities  and 
equipment. 

(g)  In  addition,  in  the  case  of  an  exist¬ 
ing  organization  which  provides  health 
care  services  financed  on  a  prepaid  capi¬ 
tation  basis  to  an  enrolled  population 
which  is  requesting  assistance  to  become 
a  qualified  health  maintenance  organiza¬ 
tion,  an  identification  of  gaps  between 
the  applicant’s  exurent  operation  and  the 
requirements  of  Subpart  A  of  this  Part. 

(h)  In  addition,  in  the  case  of  quali¬ 
fied  health  maintenance  organizations 
requesting  assistance  for  significant 
expansion: 

( 1 )  Data  on  prepaid  membership  totals 
for  annual  intervals  over  the  past  five 
years,  or  if  the  health  maintenance 
organization  has  not  been  operating  for 
five  years,  such  data  on  a  quarterly  basis 
for  the  time  during  which  it  has  been  in 
operation; 

(2)  The  current  enrollment  figure; 

(3)  A  description  of  the  current  health 
service  delivery  facilities.  Including  an 
estimate  of  their  capacity; 

(4)  The  number  and  specialities  of 
current  health  professionals  serving  its 
members;  and 

(5)  The  detailed  plans  for  the  pro¬ 
posed  significant  expansion  which 
demonstrate  that  the  definition  of  sig¬ 
nificant  expansion  in  §  110.202(c)  will 
be  met. 
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§  110.404  Project  elements  for  initial 
development. 

An  approvable  application  must  pro¬ 
vide; 

(a)  Written  evidence  satisfactory  to 
the  Secretary  that  the  feasibility  of  the 
establishment  and  operation  or  expan¬ 
sion  has  been  established  by  the  appli¬ 
cant  and  that  sufficient  planning  for  the 
establishment  or  expansion  has  been 
conducted  by  the  applicant.  In  addition, 
applicants  must  provide  the  information, 
assurances  and  evidence  required  by 
§  110.403  (a),  (b),  (c),and  (d)  and  must 
report  all  other  activities  relating  to  the 
development  of  the  health  maintenance 
organization  undertaken  prior  to  appli¬ 
cation  for  initial  development  assistance. 

(b)  Detailed  plans,  which  must  in¬ 
clude,  at  a  minimum,  tasks  designed  to 
accomplish  the  activities  listed  below, 
accompanied  by  a  time-phased  milestone 
chart  indicating  proposed  funding  and 
manpower  to  be  allocated  to  each  (where 
circumstances  indicate  that  it  would  be 
appropriate  and  consistent  with  the  in¬ 
tent  of  the  Act,  additional  activities  may 
be  proposed  in  the  application) : 

(1)  Develop  a  schedule  to  meet  the 
requirements  of  subpart  A  of  this  Part; 

(2)  Complete  activities  related  to  re¬ 
solving  legal  issues; 

(3)  Recruit  and  train  personnel  es¬ 
sential  for  operation  as  a  health  main¬ 
tenance  organization; 

(4)  Develop  a  comprehensive  financial 
plan; 

(5)  Organize  physician  and  other  basic 
health  services; 

(6)  Construct/renovate  health  main¬ 
tenance  organization  facilities; 

(7)  Organize  ambulatory  care  facil¬ 
ity; 

(8)  Formalize  contract  arrangements; 
and 

(9)  Initiate  enrollment  plan. 

(c)  Signed  letters  from  at  least  three 
physicians  Indicating  that  they  Intend 
or  are  willing  to  be  employed  by  or  to 
contract  with  the  proposed  health  main¬ 
tenance  organization  for  the  provision 
of  basic  health  services  to  its  members 
and,  signed  letters  from  one  or  more  hos¬ 
pitals  indicating  that  they  intend  to  or 
are  willing  to  negotiate  an  agreement  to 
provide  hospital  services  to  members 
from  the  proposed  health  maintenance 
organization  as  necessary. 

(d)  In  the  case  of  an  applicant  which 
intends  to  serve  Title  XIX  eligibles  as 
part  of  the  Intended  enrollment,  evidence 
that  the  State  Title  XlX  agency  is  will¬ 
ing  to  negotiate  a  prepaid  capitation  con¬ 
tract  in  the  form  of  a  letter  or  other 
document  from  the  State  Title  XIX 
agency. 

(e)  In  addlti(m,  in  the  case  of  an 
existing  organization  which  provides 
health  care  services  financed  on  a  pre¬ 
paid  capitation  basis  to  an  enrolled  popu¬ 
lation,  which  is  requesting  assistance  to 
become  a  qualified  health  maintenance 
organization,  and  identification  of  gaps 
betw’een  the  applicant’s  current  opera¬ 
tion  and  the  requirements  of  subpart  A 
of  this  Part. 
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(f )  In  addition,  in  the  case  of  qualified 
health  maintenance  organizations  re¬ 
questing  assistance  for  significant  ex¬ 
pansion; 

(1)  Data  on  prepaid  membership 
totals  for  annual  intervals  over  the  past 
five  years,  or  if  the  health  maintenance 
organization  has  not  been  operating  fca: 
five  years,  such  data  on  a  quarterly  basis 
for  the  total  number  of  years  during 
which  it  has  been  in  operation; 

(2)  The  current  enrollment  figure : 

(3)  A  description  of  the  current  health 
service  delivery  facilities,  including  an 
estimate  of  their  capacity; 

(4)  The  number  and  specialties  of 
current  health  professionals  serving  its 
members;  and 

(5)  The  plans  for  the  proposed  signifi¬ 
cant  expansion  which  demcxistrate  that 
the  definition  of  significant  expansion  in 
§  110.202(c)  will  be  met. 

§  110.405  Funding  duration  and  limita* 
tion. 

(a)  Planning  projects.  (1)  Theamotmt 
of  any  award  shall  be  determined  by  the 
Secretary  on  the  basis  of  his  estimate  of 
the  sum  necessary  for  project  costs,  pro¬ 
vided,  that  any  single  grant  and  the 
amount  of  principal  of  any  single  loan 
guaranteed  under  section  1304  of  the  Act 
may  not  exceed  $125,000. 

(2)  In  considering  applications  imder 
this  subpart,  the  Secretary  will  give 
priority  to  applications  which  contain  as¬ 
surances  satisfactory  to  the  Secretary 
that  when  the  organization  becomes  op¬ 
erational,  not  less  than  30  percent  of  its 
members  will  be  members  of  a  medically 
underserved  population.  Applicants  may 
propose  that  the  award  period  be  for  one 
year  or  less,  as  appropriate  to  the  plan¬ 
ning  activities  to  be  accomplished.  Plan-  , 
ning  projects  shall  be  completed  within 
the  period  of  the  award.  The  Secretary 
may  not  make  more  than  one  additional 
grant  or  loan  guarantee  for  a  planning 
project  for  which  a  grant  or  loan  guaran¬ 
tee  has  previously  been  made,  and  may 
permit  additional  time  (up  to  12  months) 
for  completion  of  the  project  if  he  deter¬ 
mines  that  the  additional  grant  or  loan 
guarantee  (as  the  case  may  be)  or  addi¬ 
tional  time,  or  both,  is  needed  to  complete 
the  project  adequately. 

(b)  Initial  development  projects.  (1); 
The  amount  of  any  award  shall  be  de¬ 
termined  by  the  Secretary  on  the  basis 
of  his  estimate  of  the  sums  necessary 
for  project  costs,  provided,  however,  that 
the  aggregate  amount  of  loan  guaran¬ 
tees  and  grants  for  any  initial  develop¬ 
ment  project  may  not  exceed  $1,000,000. 

(2)  Applicants  may  propose  that  the 
award  period  for  initial  development  ac¬ 
tivities  be  one  year  or  less,  as  apropriate 
to  the  initial  development  activities  to 
be  accomplished.  Initial  development 
projects  shall  be  completed  within  the 
period  of  the  award  beginning  on  the 
first  day  of  the  month  in  which  such 
award  was  made,  and  the  number  of 
grants  made  for  any  initial  development 
project  under  sectlcm  1304  of  the  Act 
may  not  exceed  a  total  of  three.  A  loan 
guarantee  for  an  initial  developm^t 
project  may  only  be  made  for  a  loan 
(or  loans)  for  Initial  development  costs 
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incurred  in  a  period  not  to  exceed  three 
years. 

§  110.406  Evaluation  and  award. 

(a)  Within  the  limits  of  funds  avail¬ 
able  for  such  purpose,  the  Secretary  may 
make  awards  to  cover  up  to  90  percent  of 
the  cost  of  projects,  or  in  the  case  of 
projects  which  will  draw  not  less  than 
30  percent  nor  more  than  the  appropri¬ 
ate  percentage  (as  determined  under 
§  110.108(c))  of  its  anticipated  enroll¬ 
ment  from  medically  underserved  popu¬ 
lations,  up  to  100  percent  of  the  costs, 
to  those  applicants  whose  projects  will, 
in  his  judgment,  best  promote  the  pur¬ 
poses  of  section  1304  of  the  Act  and  the 
regulations  of  this  subpart,  taking  into 
account; 

(1)  The  degree  to  which  the  proposed 
project  satisfactorily  provides  for  the 
elements  set  forth  in  §  110.403  or 
§  110.404. 

(2)  The  comments  of  the  appropriate 
314  health  planning  agency. 

(3)  Whether  the  feasibility  of  the 
project  has  been  established,  and  in  the 
case  of  initial  development  applications, 
whether  all  requirements  of  a  planning 
application  have  been  met. 

(4)  The  appropriateness  of  the  goals 
and  objectives  of  the  proposed  project. 

(5)  The  effectiveness  the  proposed 
organization  may  reasonably  be  ex¬ 
pected  to  have  in  reducing  inappropriate 
hospital  utilization,  containing  health 
care  costs,  using  medical  and  other 
health  mani>ower,  emphasizing  early  de¬ 
tection  and  treatment  of  Illnesses,  and 
achieving  a  better  distribution  and 
quality  of  care, 

(6)  The  capability  of  the  applicant  to 
organize  and  manage  the  project 
successfully. 

(7)  Evidence  of  the  applicant’s  in¬ 
tended  contribution  to  the  project. 

(8)  Evidence  of  Intent  from  providers 
expressing  a  willingness  to  be  employed 
by  or  contract  with  the  proposed  health 
maintenance  organization  for  the  provi¬ 
sion  of  basic  health  services. 

(9)  Evidence,  in  the  form  of  letters, 
from  individuals,  groups  or  organizations 
Indicating  that  they  support  the  devel¬ 
opment  and  operation  of  the  proposed 
health  maintenance  organization, 

(10)  The  results  of  marketing  efforts 
and  the  prospects  for  eventual  economic 
viability  as  an  operational  health  main¬ 
tenance  organization  without  continued 
Federal  support. 

(11)  The  inclusion  of  medically  under¬ 
served  populations  in  groups  to  be 
enrolled. 

(12)  Location  relative  to  the  number 
of  organizations  providing  health  serv¬ 
ices  to  a  defined  population  on  a  pre¬ 
paid  capitation  basis,  which  are  already 
operating  in  the  area. 

(13)  The  percentage  of  anticipated 
total  enrollment  to  be  drawn  from  non- 
metropolitan  areas  to  be  served. 

(14)  In  the  case  of  an  existing  organi¬ 
zation  operating  on  a  prepaid  capitation 
basis,  the  applicant’s  potential  for  ex¬ 
peditious  transition  into  a  qualified 
health  maintenance  organization. 

(15)  In  the  case  of  expansion  projects, 
the  potential  rate  of  increase  of  expan- 
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Sion,  or  the  potential  increase  in  the  area 
to  be  served  by  the  expanded  health 
maintenance  organization. 

(b)  In  considering  applications  under 
this  subpart  the  Secretary  will  give  pri¬ 
ority  to  applications  which  contain  as¬ 
surances  satisfactory  to  the  Secretary 
that  when  the  organizations  become  op¬ 
erational,  not  less  than  30  percent  of 
their  members  will  be  members  of  a  med¬ 
ically  imder-served  population. 

§  110.407  Loan  guarantee  provisions. 

(a)  Disbursement  of  loan  proceeds. 
The  principal  amount  of  any  loan  guar¬ 
anteed  by  the  Secretary  imder  this  sub¬ 
part  shall  be  disbursed  to  the  applicant 
in  accordance  with  an  agreement  to  be 
entered  into  between  the  parties  to  the 
loan  and  approved  by  the  Secretary. 

(b)  Length  and  maturity  of  loans. 
The  principal  amount  of  each  loan  guar¬ 
antee,  together  with  interest  thereon, 
shall  be  repayable  over  a  period  of  20 
years,  begimilng  on  the  date  of  endorse¬ 
ment  of  the  loan  guarantee  by  the  Secre¬ 
tary.  The  Secretary  may,  however,  ap¬ 
prove  a  shorter  repayment  period  where 
he  determines  that  a  repayment  period 
of  less  than  20  years  is  more  appropriate 
to  an  applicant’s  total  financial  plan. 

(c)  Repayment.  The  principal  amount 
of  each  loan  guarantee,  together  with 
interest  thereon,  shall  be  repayable  in 
accordance  with  a  repayment  schedule 
which  is  to  be  agreed  upon  by  the  parties 
to  the  loan  and  approved  by  the  Secre¬ 
tary  prior  to  or  at  the  time  of  his  en¬ 
dorsement  of  the  loan.  Unless  otherwise 
specifically  authorized  by  the  Secretary, 
each  loan  guaranteed  by  the  Secretary 
shall  be  repayable  in  substantially  level 
combined  installments  of  principal  and 
Interest,  to  be  paid  at  intervals  not  less 
frequently  than  annually,  sufficient  to 
amortize  the  loan  through  the  final  year 
of  the  life  of  the  loan.  Principal  repay¬ 
ment  during  the  first  36  months  of  oper¬ 
ation  may  be  deferred,  with  payment  of 
Interest  only  by  the  applicant  during 
such  period. 

Subpart  E — Loans  and  Loan  Guarantees 
for  Initial  Operating  Costs 

§  110.501  Applicability. 

The  regulations  of  this  subpart,  in  ad¬ 
dition  to  the  regulations  of  subpart  B, 
are  applicable  to  loans  and  loan  guaran¬ 
tees  awarded  pursuant  to  section  1305 
of  the  Act. 

§  110.502  Definitions. 

(a)  "Operating  cost”  means  any  cost 
which  under  generally  accepted  account¬ 
ing  principles  is  not  a  capital  expendi¬ 
ture  and  which  is  incurr^  on  or  after 
the  first  day  of  the  applicable  period  of 
(^ration  or  expansion  as  defined  in 
paragraph  (b)  of  this  section, 

(b)  “First  36  months  of  operations  or 
expansion”  means  the  36  month  period 
be^nning  on  the  first  day  of  the  month 
during  which  the  health  maintenance 
organizaticHi  first  provides  services  to 
members,  or  in  the  case  of  significant  ex¬ 
pansion,  first  provides  services  in  accord¬ 
ance  with  its  expansion  plan. 


§  110.503  Eligibility. 

(a)  Eligible  applicants.  Any  public  or 
nonprofit  private  qualified  health  main¬ 
tenance  organization  is  eligible  to  {q}ply 
for  a  loan.  Any  private  health-  mainte¬ 
nance  organization  (other  than  a  non¬ 
profit  private  qualified  health  mainte¬ 
nance  organization)  which  will  serve  a 
medically  imderserved  popxilation  is  eli¬ 
gible  to  apply  for  a  loan  guarantee. 

(b)  Eligible  projects. 

(1)  Loans  may  be  made  pursuant  to 
section  1305  of  the  Act  and  the  regula¬ 
tions  of  subpart  B  and  this  subpart  to 
eligible  applicants  to  assist  them  in 
meeting  the  amount  by  which  their  op¬ 
erating  costs  in  the  period  of  the  first  36 
months  of  their  operation  exceed  their 
revenues  in  such  period,  or  in  meeting  the 
amount  by  which  their  operating  costs, 
which  the  Secretary  determines  are  at¬ 
tributable  to  significant  expansion  in 
their  membership  or  area  served,  as  de¬ 
fined  in  §  110.202(c),  and  which  are  in¬ 
curred  in  the  period  of  the  first  36 
months  of  their  operation  after  such 
expansion,  exceed  their  revenues  in  that 
period  which  the  Secretary  determines 
are  attributable  to  such  expansion. 

(2)  Loan  guarantees  may  be  made 
pursuant  to  section  1305  of  the  Act  sind 
the  regulations  of  Subpart  B  and  this 
subpart  to  guarantee  to  non-Pederal 
lenders  payment  of  the  principal  of  and 
the  interest  on  loans  made  to  any  pri¬ 
vate  health  maintenance  organization 
(other  than  a  private  nonprofit  health 
maintenance  organization)  for  the 
amoimts  referred  to  in  paragraph  (b)  (1) 
of  this  section,  but  only  if  such  health 
maintenance  organizations  will  serve  a 
medically  imderserved  population. 

§  110.504  Project  elements. 

An  approvable  application  must  pro¬ 
vide: 

(a)  Statements  which  describe  in  de¬ 
tail: 

(1)  The  applicant’s  adequate  accom¬ 
plishment  of  feasibility  survey,  planning, 
and  development  activities;  and 

(2)  The  health  maintenance  organi¬ 
zation’s  management  capability. 

(b)  Detailed  information  on  the 
health  maintenance  organization’s 
marketing  plan  and  enrollment  forecasts 
and  experience. 

(c)  A  detailed  narrative  statement  de¬ 
scribing: 

(1)  All  existing  and  planned  provider 
arrangements  Including  copies  of  all  ex¬ 
ecuted  contracts;  and 

(2)  All  facilities  to  be  used  in  the 
delivery  of  health  services. 

(d)  Financial  information  in  such  de¬ 
tail  as  the  Secretary  may  prescribe. 

(e)  Evidaice  that  any  certificate  of 
need  required  under  State  law  for  the 
operation  of  the  health  maintenance  or¬ 
ganization  has  been  obtained  by  the  ap¬ 
plicant. 

§  1 10.505  Reserve  requirement. 

The  applicant  receiving  a  loan  or  loan 
guarantee  under  section  1305  of  the  Act 
shall  establish  a  restricted  reserve  ac- 
coimt  beginning  at  the  point  when  the 
revenues  and  expenditures  of  the  health 


maintenance  organization  reach  the 
breakeven  point,  or  by  the  end  of  the  36- 
month  period  following  the  making  of 
the  loon  or  the  guarantee  under  section 
1305  of  the  Act,  whichever  is  sooner,  un¬ 
less  a  longer  period  is  approved  by  the 
Secretary.  This  reserve  shall  be  so  con¬ 
stituted  as  to  accumulate  no  later  than 
ten  (10)  years  following  the  endorse¬ 
ment  of  the  loan  or  loan  guarantee,  an 
aggregate  amount  equal  to  one  year’s 
principal  of  and  interest  on  the  loan,  as 
determined  under  the  terms  of  the  loan 
made  or  guaranteed. 

§  110.506  Evaluation  and  award. 

Within  the  limits  of  funds  available 
for  such  purposes,  the  Secretary  may 
award  loans  or  loan  guarantees  to  those 
applicants  whose  projects  will,  in  his 
judgment,  best  promote  the  purposes  of 
section  1305  of  the  Act  and  the  regula¬ 
tions  of  the  Part,  taking  into  account: 

(a)  The  ability  of  the  health  main¬ 
tenance  organization  to  achieve  finan¬ 
cial  viability; 

(b)  The  ability  of  the  health  mainte¬ 
nance  organization  to  make  repayments 
of  the  principal  and  interest  when  due 
and  to  have  additional  funds  to  defray 
the  remaining  operating  deficits; 

(c)  The  comments,  if  any,  of  the 
appropriate  314  health  planning  agency; 

(d)  The  relative  distribution  of  quali¬ 
fied  applicants  with  respect  to  the  fol¬ 
lowing  factors: 

(1)  The  inclusion  of  medically  under¬ 
served  populations  in  the  groups  to  be 
enrolled: 

(2)  Location  relative  to  the  number  of 
organizations  providing  health  services 
to  a  defined  population  on  a  prepaid 
capitation  basis,  which  are  already 
operating  in  the  proposed  area:  and 

(3)  The  percentage  of  anticipated 
total  enrollment  drawn  from  nonmetro¬ 
politan  areas  served  or  to  be  served  by 
the  applicant. 

§  110.507  Funding  duration  and  limita¬ 
tion. 

(a)  The  principal  amount  of  any  loan 
made  or  guaranteed  under  section  1305 
of  the  Act  in  any  fiscal  year  for  a 
health  maintenance  organization  shall 
not  exceed  $1,000,000  and  the  aggregate 
amount  of  principal  of  loans  made  or 
guaranteed  under  section  1305  for  a 
health  maintenance  organization  shall 
not  exceed  $2,500,000. 

(b)  A  loan  or  loan  guarantee  under 
section  1305  of  the  Act  shall  be  limited 
to  two-thirds  of  the  Secretary’s  projec¬ 
tion  of  the  amount  by  which  operating 
costs  in  the  first  36  months  of  operation 
exceed  revenues  for  such  period,  except 
as  approved  by  written  waiver  by  the 
Secretary  for  such  higher  percentage 
of  the  total  operating  deficit. 

(c)  The  approval  of  any  loan  or  loan 
guarantee  shall  not  obligate  the  United 
States  in  any  way  to  make  any  addi¬ 
tional  loan  or  loan  guarantee  with  re¬ 
spect  to  the  approved  application  or  por¬ 
tion  thereof,  except  as  may  be  other¬ 
wise  set  forth  in  the  agreement  between 
the  United  States  and  the  approved 
applicant. 
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§  110.508  Loan  provisions. 

(a)  Disbursement  of  loan  proceeds. 
The  principal  amount  of  any  loan  made 
or  guaranteed  by  the  Secretary  under 
this  subpart  shall  be  disbursed  to  the 
applicant  in  accordance  with  an  agree¬ 
ment  to  be  entered  Into  between  the 
parties  to  the  loan  and  approved  by 
the  Secretary. 

(b)  Length  and  maturity  of  loans.  The 
principal  amount  of  each  loan  or  loan 
guarantee,  together  with  interest  there¬ 
on,  shall  be  repayable  over  a  period  of 
20  years,  beginning  .on  the  date  of  en¬ 
dorsement  of  the  loan  or  loan  guarantee 
by  the  Secretary.  The  Secretary  may, 
however,  approve  a  shorter  repayment 
period  where  he  determines  that  a  re¬ 
payment  period  of  less  than  20  years  is 
more  appropriate  to  an  applicant’s  total 
financial  plan. 

(c)  Repayment.  The  principal  amount 
of  each  loan  or  loan  guarantee,  together 
with  Interest  thereon,  shall  be  repayable 
in  accordance  with  a  repayment  sched¬ 
ule  which  Is  to  be  agreed  upon  by  the 
parties  to  the  loan  or  loan  guarantee 
and  approved  by  the  Secretary  prior  to 
or  at  the  time  of  his  endorsement  of  the 
loan.  Unless  otherwise  specifically  au¬ 
thorized  by  the  Secretary,  each  loan 
made  or  guaranteed  by  the  Secretary 
shall  be  repayable  In  substantially  levd 
combined  installments  of  principal  and 
Interest  to  be  paid  at  Intervals  not  less 
frequently  than  annually,  sufficient  to 


amortize  the  loan  through  the  final  year 
of  the  life  of  the  loan.  Principal  repay¬ 
ment  dirrlng  the  first  36  months  of  opera¬ 
tion  may  be  deferred,  with  payment  of 
interest  only  by  the  applicant  during 
such  period. 

Subpart  F — Qualification  of  Health  Mainte¬ 
nance  Organizations  [Reserved] 

Subpart  G — Restrictive  State  Laws  and 
Practices 

§  110.701  Restrictive  laws  and  practices. 

(a)  In  the  case  of  any  entity — 

(1)  Which  cannot  do  business  as  a 
health  maintenance  organization  In  a 
State  in  which  It  proposes  to  furnish 
basic  and  supplemental  health  services 
because  that  State  by  law,  regulation,  or 
otherwise — 

(1)  Requires  as  a  condition  to  doing 
business  In  that  State  that  a  medlccd  so¬ 
ciety  approve  the  furnishing  of  services 
by  the  entity, 

(li)  Reqxfires  that  physicians  consti¬ 
tute  all  or  a  percentage  of  Its  governing 
body, 

(ill)  Requires  that  all  physicians  or  a 
percentage  of  physicians  in  the  locale 
participate  or  be  permitted  to  participate 
In  the  provision  of  services  for  the  en¬ 
tity,  or 

’  (iv)  Requires  that  the  entity  meet  re¬ 
quirements  for  Insmers  of  health  care 
services  doing  business  in  that  State  re¬ 
specting  initial  capitalization  and  estab- 


37323 

llshment  of  financial  reserves  against  in¬ 
solvency,  and 

(2)  For  which  a  grant,  contract,  loan, 
or  loan  guarantee  was  made  luider  the 
Act  or  which  is  a  qualified  health  main¬ 
tenance  organization  for  purposes  of  sec¬ 
tion  1310  of  the  Act  (relating  to  employ¬ 
ees’  health  benefits  plans) ,  such  require¬ 
ments  shall  not  apply  to  that  entity  so 
as  to  prevent  it  from  operating  as  a 
health  maintenance  organization  in  ac¬ 
cordance  with  section  1301  of  the  Act 
and  these  regulations. 

(b)  No  State  may  establish  or  enforce 
any  law  which  prevents  a  health  main¬ 
tenance  organization  for  which  a  grant, 
loan,  or  loan  guarantee  was  made 
under  thb  Act  or  which  Is  a  quali¬ 
fied  health  maintenance  organization 
for  purposes  of  section  1310  of  the  Act 
(relating  to  employees’  benefits  plans), 
from  soliciting  members  through  adver¬ 
tising  its  services,  charges,  or  other  non¬ 
professional  aspects  of  its  operation. 
This  subsection  does  not  authorize  any 
advertising  which  Identifies,  refers  to,  or 
makes  any  qualitative  Judgment  con¬ 
cerning,  any  health  professional  who 
provides  services  for  a  health  mainte¬ 
nance  organization. 

Subpart  H — Employees'  Health  Benefit 
Plans  [Reserved] 

Subpart  I — Continued  Reflation  of 

Health  Maintenance  Organizations  [Re¬ 
served] 
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